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R. E, Curran, Q. C., discusses new 
Canadian food and drug regulations which 
came into force on July 1 in his “Cauna- 
dian Law and Comment.” JouRNAI 
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Drug and Cosmetic Law in the Section 
of Corporation, Banking and Business 
Law. James M. Best 
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Assistant Secretary of Health, Educa- 
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Food and Drugs. 
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Common Interests 


of the Food and Nutrition Board 
and the Food and Drug Administration 


By E. M. NELSON 


Problems on Which the Board Renders Guidance Are Listed 
by the Chief of the Division of Nutrition, FDA, in the 
United States Department of Health, Education, and Welfare 


HE greatest guiding influence we have had in this country for 

bringing about improvement in our foods through the addition 
of nutrients has been the Food and Nutrition Board of the National 
Research Council. Members of this board are truly public servants; 
they receive no remuneration except expenses for attendance at meet 
ings. They are chosen mostly from our colleges and universities on 
the basis of their ability to cope with specific problems in nutrition. 


In the second issue of this publication ' back in 1946, Dr. Frank 
G. Boudreau made this comment on the board: 


There is no vested interest on the Board, in the policies of industry or 
government. The Board’s sole purpose is to mobilize the scientific knowledge 
of food and nutrition for the guidance of public agencies which are confronted 
with problems in these fields. Hence it may be depended upon to present and 


interpret scientific knowledge in an objective way. 





11 FOOD DRUG COSMETIC LAW 
QUARTERLY 144 (June, 1946) 
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At the first meeting of the board in November, 1940, the pro- 
gram for improving flour was formally endorsed. In 1941, the Com- 
missioner of Food and Drugs requested the board to provide the 
Food and Drug Administration with a statement of policy with 
regard to the addition of vitamins and minerals to foods. This state- 
ment, revised in November, 1953, and issued jointly with the Council 
on Foods and Nutrition of the American Medical Association, stands 
as the best statement of the philosophy of food fortification that 
we have: 

(1) With carefully defined limitations, the principle of the addition of 
specific nutrients to certain staple foods is endorsed for the purpose of main- 
taining good nutrition as well as for correcting deficiencies in the diets of the 
general population or of significant segments of the population. The require- 
ments for endorsement of the addition of a particular nutrient to a particular 
food include (a) clear indications of probable advantage from increased intake 
of the nutrient, (b) assurance that the food item concerned would be an effective 
vehicle of distribution for the nutrient to be added, and (c) evidence that such 
addition would not be prejudicial to the achievment of a diet good in other 
respects. These requirements have been met in the specific cases indicated in 
paragraph (6). 

(2) The desirability of meeting the nutritional needs of the people by the 
use of natural foods as far as practicable is emphasized, and to that end educa- 
tion in the proper choice and preparation of foods and the betterment of food 
production, processing, storage, and distribution so as to provide more fully the 
essential nutrients native thereto are to be encouraged. 


(3) In order to avoid undue artificiality of food supply, foods chosen as 
vehicles for the distribution of additional nutrients should be, whenever prac- 
ticable, those foods which have suffered loss in refining or other processing, 
and the nutrients added to such foods should preferably be the kinds and quanti- 
ties native to the class of foods involved. 


(4) The addition of other than natural levels of nutrients to foods which 
are suitable vehicles of distribution may be favored when properly qualified 
judgment indicates that the addition will be advantageous to the public health 
and when other methods for effecting the desired purpose appear to be less 
feasible. 

(5) Whenever technologic and economic developments lead to extensive 
reduction in the consumption of a staple food, with a consequent nutritionally 
significant reduction in the intake of an essential nutrient or nutrients, con- 
sideration by qualified bodies should be given to the desirability of restoring 
such nutrient or nutrients to the dietary. 

(6) The endorsement of the following is reaffirmed: the enrichment of 
flour, bread, degerminated corn meal, and corn grits; the nutritive improvement 
of whole grain corn meal and of white rice; the retention or restoration of thiamine, 
niacin, and iron in processed food cereals; and the addition of vitamin D to milk, 
of vitamin A to table fats, and of iodine to table salt. 


In 1953 the Food and Nutrition Board adopted recommendations 
in regard to food-standards hearings held under the Food, Drug, and 
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Cosmetic Act, which were published in this JourRNAL.*. The recom- 
mendations were drawn up by the Committee on Definitions and 
Standards of Identity for Foods which the board had appointed in 
October, 1951, to study a number of problems that had developed 
in the 13 years the food-standards program had been under way, 
and in general to evaluate its effect on the integrity of the Nation’s 
food supply. One of the most serious problems is that many of the 
hearings have been long and costly to all concerned, and the statutory 


requirements have made them cumbersome. 


Expediting Food-Standards Hearings 


To expedite the hearings the board recommended that matters 
of safety of new chemical additives should be decided by some more 
appropriate means that would provide adequate safeguards, and that 
when no genuine controversy arises, food standards be issued or 
amended without hearings. The latter was provided in the recently 
enacted Hale Amendment. 


The committee also recommended broadening the scope of tem 
porary permits allowing food processors to make market tests of new 
food products that vary in composition from that permitted in official 
standards. This also has been put into effect by an amended regula 
tion announced in April, 1954. The conditions for the permits were 
expanded to allow not only the addition of a new ingredient, but 
also the omission of a required ingredient or other changes in the 
methods of manufacture or production if such changes might improve 


the product and be advantageous to consumers. 


The board also suggested informal consultation by FDA and 
industry representatives on technical aspects of proposed new stand 
ards before formal proposals are published. It gave full recognition 
to the fact that FDA has traditionally maintained an open-door policy 
to representatives of industry whenever they wish to come and con 
sult about problems, but offered its services to call technical groups 
in industry to informal meetings with FDA technical people on the 
invitation of the Commissioner of Food and Drugs. 


This, too, has got under way. On May 25, 1954, there was a 


meeting at the National Academy of Sciences to discuss the technical 


78 FOOD DRUG COSMETIC LAW 
JOURNAL 509 (August, 1953) 
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aspects of providing for the standardization of artificially sweetened 
canned fruits. Representatives of the packers of such products now 
operating under temporary permits, of the National Canners Associa- 
tion and of the Food and Drug Administration met in a productive 
session that augurs well of future progress along such lines. 


The board made it clear that this informal meeting was aimed 
toward constructive exploration of fields of agreement and that it 
has no legal standing if public hearings ensue, nor does it infringe 
in any way on the functions of the ad hoc Policy Committee on 
Artificial Sweeteners appointed in response to the Commissioner’s 
request of September, 1953, that FDA be provided with a statement 
of policy on the broad problems of artificial sweeteners. 


The ad hoc committee is now working on the evaluation of 
artificial sweeteners “in the light of the basic principles published 
by the Food Protection Committee and with due regard for the 
Board’s concept of sound nutritional practice.” 


Labeling of Artificial Sweeteners 


Artificial sweeteners present a number of regulatory problems. 
Originally they were developed to provide more palatable foods for 
diabetics who must restrict their sugar consumption. Their manu- 
facturers are now seeking the potential market of the high percentage 
of our population who are attempting to lose weight—many of them 
entirely “on their own,” with no medical or nutritional supervision. 
Accurate and informative labeling is essential for their intelligent 
use by both physicians and laymen. 

Thus far, there have been no official standards which provide for 
the addition of artificial sweeteners to canned fruits—there are fruits 
packed with sirups of various sugar concentrations and water-pack 
fruits. A number of canners, operating under temporary permits, 
have been adding artificial sweeteners to the water-pack type, and 
have asked the Department of Health, Education, and Welfare to 
hold hearings on an amendment to the standards to include such packs. 


The statute specifically prohibits the addition of non-nutritive 
ingredients to candy, with certain minor exceptions. The general 


adulteration provisions serve to ban, in most instances, the use of 


non-nutritive ingredients in other foods. Recognition is given to the 
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use of artificial sweeteners or other non-nutritive ingredients in foods 
which are intended to serve and will serve a genuine special dietary 


purpose under special labeling prescribed by regulation under Part 


125. The ad hoc committee's recommendations on artificial sweeteners 
will be most helpful to FDA in dealing with the problem in both 
standardized and unstandardized foods. 


As quoted earlier, the views of the Food Protection Committee 
will govern the ad hoc committee on questions of safety. The Food 
Protection Committee was founded early in 1951 to review and sum- 
marize available ihformation on the proper use of both incidental and 
intentional additives to food. It is independently financed by grants 
from a broad representation of food and chemical industries, and of 
individuals. The Food and Drug Administration has sought its guid 
ance On many important matters in the intervening years, including 
a number of controversial food additives proposed as optional ingredi 
ents in foods for which standards were under consideration, and 
others used as pesticides for the growing of food crops. The Food 
and Nutrition Board recognized the following problems in establishing 


the Food Protection Committee: 


In recent years there has been an accelerated development and utilization 
of new chemicals in food processing and for the protection of crops and live 
stock from destructive pests and diseases. This has confronted various industries 
and government agencies with a group of problems focusing on the common 
objectives of insuring adequate and wholesome food within the complex evolu 
tion of a technologically dependent population 


The chemical manufacturing industries frequently are disclosing chemicals 
which have potential uses in the production, processing, or preservation of food 
\ vast expenditure for research on the properties and utilization of these chem 
cals is being made. To a large extent due regard is being given to the public 
consequences of these new chemicals, but no single private or government agency 
or group of agencies can anticipate all the end results 

The food processing industries, in an advancing technology, not only have 
to test new agents appropriate to their products but also have to be concerned 
with residues accumulating in their raw products at any stage of production 

- 


The agricultural producers are faced with the dual necessity of providing 
adequate food for an increasing population and of combating the enemies of 
plant crops and livestock which tend to decrease yield and adversely affect 
quality 

Government research and control officials are involved in all phases of the 
situation from production requirements for food to its effect on public healt! 


The problems are being attacked on broad fronts from many directions 
The major problem is that of establishing the technical facts with accuracy and 
objectivity for the purpose of guiding industry, agriculture, and government and 
of reconciling differences of opinion among divergent interests. 
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Another current joint activity of the board and the FDA is better 
control of low-sodium diets, and here, again, the Council on Food 
and Nutrition of the American Medical Association is cooperating. 
When it became obvious to FDA that the measurement and labeling 
of low-sodium foods was not as uniform and as accurately specified 
as it should be for those depending on control of sodium intake for 
various disease conditions, FDA took a number of steps authorized 
under existing law. One was to propose regulations for more uniform 
labeling, on which a hearing has been held and tentative regulations 
issued. The second was a statement of policy as to. label declaration 
of salt in frozen vegetables, such as peas and lima beans, which 
retain salt from the brine process used to separate the mature and 
immature. The third was to cooperate in an exhaustive study—the 
results soon to be published—covering many facets of low-sodium 
diets. The FDA contribution to this study was the analysis of repre 
sentative samples of foods labeled in various ways to represent low 
salt or low-sodium content, and also of composite samples of hospital 
meals planned to fit various levels of sodium intake. From it we have 
been able to reappraise some of the values long attributed to various 
natural foods, as well as to advise manufacturers of the sources of 
sodium that may enter foods through processing with numerous 


chemicals. 


Other Committees with Pertinent Functions 


The board has other committees, permanent and temporary, 
whose findings have some bearing on the work of the Food and 
Drug Administration, even though they were established for broader 
purposes. One is the Committee on Milk, whose chairman testified 
at the ice cream hearings on the nutritional values of various com 
binations of fat and nonfat milk solids in frozen desserts. Another 
is the Subcommittee on Optimum Fluoride Levels, to which the 
FDA has taken problems raised by interest in adding fluorides to 


foods, tooth pastes and other items subject to the Food, Drug, and 


Cosmetic Act. 

We have discussed here only the most significant of the current 
problems on which the Food and Drug Administration is receiving 
guidance from the Food and Nutrition Board. Looking backward, 
there were problems concerning enriched flour, processed corn prod 
ucts, macaroni and noodles, many with bread, oleomargarine and 
others. The future will produce new ones, the first—on which the 
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Commissioner has already requested a policy statement from the 
board—being whether definitions and standards of identity should 
be established for vitamin and mineral products. It is a decision 
that will mean much to the consuming public who have become 
greatly confused by the numerous combinations now on the market, 


and to the producers and distributors. We have confidence that if 


the board will accept the responsibility of formulating recommenda- 
tions, the public as a whole will be well served. 


Achieving the Balance 


Our Commissioner has said: “The food and drug law is an essen 
tial instrument for applying scientific truths to everyday human 
needs.” Just as The Food Law Institute and the special food and 
drug groups in the American Bar Association and the New York 
sar Association give constructive advice on legal problems, so does 
the Food and Nutrition Board on scientific problems. We value the 
best thoughts of the experts in both fields. At the same time, we 
cannot shift to others our basic responsibility for making the decisions 
as to how to chart our course in the best interests of the consumer. 


[The End] 


¢ FDA REPORT FOR JUNE * 


Forty shipments of contaminated food products were seized during 


June, according to the monthly report of the Food and Drug Adminis 
tration, United States Department of Health, Education, and Welfare, 
released on July 24, 1954. Half of the shipments involved products 
which became spoiled or contaminated during storage after they had 
left the manufacturers’ plants, according to FDA. 

Of the seized lots, 16 had been contaminated by rodents, 17 were 
insect infested and 10 contained decomposed material. In 17 of the cases, 
the seizure libels charged that the foods had been prepared or held 
under insanitary conditions. In three cases, bacterial contamination was 
charged. 

Eleven seizures of drugs and medical devices were made on charges 
of improper labeling or failure to meet standards of composition. Several 
of the drug seizures involved so-called “inert glandular preparations” 
labeled f6r prescription sale. 

Twenty-five criminal cases were terminated during the month of 
June. Fourteen of these involved the sale of restricted drugs without 
physicians’ prescriptions or the refilling of prescriptions for such drugs 
without authorization by the prescribing doctor. The largest penalty 
was a total of $9,500 in fines levied by Judge John H. Druggel, of 
Cincinnati 
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IMMUNITY FOR PHARMACISTS 
Under Section 303(c) 
of the Federal Food, Drug, and Cosmetic Act——— 


This Important Research Study by a 1953-1954 Fellow in The Food Law 
Institute Graduate Program in Food-Drug Law tt New York University 
Received the First Institute Prize as Best Study in the Year's Program 


HE RETAIL PHARMACIST occupies an uncertain position * in 

the regulatory scheme of the Federal Food, Drug, and Cosmetic 
Act.?, In examining his statutory immunizations, the Harvard Law 
Review concluded that he has been legislatively pampered.* In looking 
at the broad authority of the Act over him, an assistant United States 
Attorney, speaking from his experience, recently cautioned: “Drug- 
gist, Beware! Absolute Criminal Liability Is Here.”* This paper 
accepts the authority of the Act over the retail pharmacist,’ examines 
his immunity * and predicts that his position lies somewhere between 
the two extremes. 


1 Dealer exemptions from criminal lia- 
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bility under state food and drug laws are 
discussed in Wolfram, ‘‘Criminal Liability 
Without Fault—The Druggist’s Dilemma 
in New York,’’ 3 FOOD DRUG COSMETIC 
LAW QUARTERLY 284 (1948); Wolfram, 
“A Nation-Wide Legislative Muddle—The 
Dealer Exemption Provision in State Food 
and Drug Laws,”’ 3 FOOD DRUG COS- 
METIC LAW QUARTERLY 463 (1948). 

752 Stat. 1040, as amended, 21 USC 
Secs. 301, and following (1946). This 
statute is referred to hereafter as the 
“‘Act,"" the ‘Copeland Act,’’ the ‘1938 Act’”’ 
or, by its full title, ‘“‘the Federal Food, 
Drug, and Cosmetic Act."’ 

See “Developments in the Law—The 
Federal Food, Drug, and Cosmetic Act,’’ 67 
Harvard Law Review 632, 698 (1954). 

* Nelson, “‘Druggist, Beware! Absolute 
Criminal Liability Is Here,"”" 9 FOOD 


(1954). 

5 See Goodrich, ‘‘The Applicability of the 
Federal Food, Drug, and Cosmetic Act to 
Intrastate Commerce,"” 3 FOOD DRUG 
COSMETIC LAW QUARTERLY 332 (1948): 
Harding, ‘“‘The ‘Causing’ Provision and 
Jurisdictional Limits of Section 301(a),"’ 
6 FOOD DRUG COSMETIC LAW JOUR- 
NAL 594 (1951); Swain, ‘“‘The Impact of 
the Sullivan Case upon the Local Sale and 
Distribution of Drugs and Medicines,’’ 4 
FOOD DRUG COSMETIC LAW QUAR- 
TERLY 79 (1949). 

* This paper is limited to a consideration 
of the immunity from criminal penalties 
that is afforded pharmacists under Sec. 
303(c), 52 Stat. 1043 (1938), as amended, 
65 Stat. 649 (1951), 21 USC Sec. 333(c) 
(Supp., 1952). 
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In enacting the Federal Food and Drugs Act of 1906,’ Congress 
cautiously immunized the pharmacist * and he was never proceeded 





7 34 Stat. 768 (1906). 

* In considering the 1906 Act, the follow- 
ing exchange occurred on the floor of the 
Senate 

“MR. GALLINGER. I will ask the 
Senator if any change has been made in 
the bill that places upon the manufacturer 
the onus and penalizes him rather than 
the innocent retailer, who may not really 
have been at fault? 

“MR. HEYBURN. I will say to the 
Senator that I think we have amply pro- 
vided against that. The bill provides that 
where a retailer or any person other than 
the manufacturer can produce a certificate 
from the manufacturer that the article is 
not adulterated it would be evidence of 
his having purchased in good faith, and 
that he shall not be prosecuted, provided 
that he discloses the source from which he 
received the goods. Then the bill provides 
that the prosecution shall be against the 
party primarily responsible 7 

“MR. GALLINGER. Which is the manu- 
facturer? 

“MR. HEYBURN. Which is the manu 
facturer. The provision was introduced to 
cover that point, and, I think, does ade- 
quately cover it.”’ 

Later in the course 
said: 

“But if 


of debates, it was 


the Senator will look at the 
whole bill it will be seen that the retaili 
dealer is absolutely protected, because 
from the wholesale houses or the manufac- 
turers with whom he deals he may secure, 
as a condition precedent to his purchase, 


a simple guaranty in writing that the 
goods conform to the laws of the United 
States and particularly to this Act. When 
he has done that he is absolutely protected 
without any possible question.'' (40 Con- 
gressional Record 895, 1220-1221 (1906).) 

The House report stated: 

“As the principal purpose of the bill 
is to prevent interstate and foreign com 
merce in adulterated or falsely-branded 
articles of food, drink, and medicine, the 
committee has inserted in the bill a 
provision intended to protect all persons 
dealing in the articles subsequent to the 
manufacturer or importing agent.’"" (H 
Rept. No. 2118, 59th Cong., Ist Sess., p. 3 
(1906) .) 

Sec. 9 of the 1906 Act provided 

“That no dealer shall be prosecuted 
under the provisions of this Act when he 
can establish a guaranty signed by the 
wholesaler, jobber, manufacturer, or other 
party residing in the United States, from 
whom he purchases such articles, to the 
effect that the same is not adulterated or 
misbranded within the meaning of this 
Act, designating it. Said guaranty, to 
afford protection, shall contain the name 
and address of the party or parties making 
the sale of such articles to such dealer 
and in such case said party or parties 
shall be amenable to the prosecutions, fines 
and other penalties which would attach, in 
due course, to the dealer under the pro- 
visions of this Act."’ (34 Stat. 768, 771 
(1906).) 


445 
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against under that Act.* During the long debates on the Copeland 
Act,’® Congress failed to evolve a clear-cut policy objective regarding 
the druggist’s activities." Instead, new immunizing clauses were 
added.**,» Armed with the immmunizing provisions and an uncertain fed- 
eral authority over sales at retail, some pharmacists abused their position.** 
Their unauthorized over-the-counter ™ sales of sulfa drugs to soldiers 
during World War II furnished the perfect opportunity to test the 
authority of the Act. The decision in U. S. v. Sullivan,” arising out 
of such a sale, established the validity of federal regulation of the 
sale of drugs at retail."°. The Miller Amendment,’ conceived in the 
course of the Sullivan litigation, concretely established the Congres- 
sional intention to regulate the sale of drugs at retail once such drugs 
have been in the channels of interstate commerce.’** The Durham- 
Humphrey Amendment,’® added some three years later, attempted to 
clarify the pharmacist’s position. It calmed some waters and muddied 
others.*” It also added another immunizing provision.” 


The question left hanging by the Sullivan decision and by the 
Miller and Durham-Humphrey Amendments is as to the extent to 
which the immunizations and exceptions in Section 303(c) of the Act 
provide a means whereby the responsible pharmacist can protect him- 


’ Although Sec. 2 of the 1906 Act (34 Stat 2 Secs. 303(c)(1), (3), 52 Stat. 1043 
768) made it a misdemeanor to receive (1938), 21 USC Secs. 333(c)(1), (3) (1946) 
adulterated or misbranded food or drugs "Cases against retail pharmacists ter- 
in interstate commerce and deliver the minated between December 28, 1943, and 
same to any other person in original, un- April 1, 1951, are listed in Hearings Before 
broken packages, no cases have been found the Committee on Interstate and Foreign 
in which a defendant was charged with Commerce on H. R. 3298, 82d Cong., Ist 
such a violation None are reported in Sess., pp. 96, and following (1951) 

White and Gates, Decisions of Courts in ™ The term ‘‘over the counter’’ refers to 
Cases Under the Federal Food and Drugs retail sales of drugs or devices without 
Act (1934). In Hearings Before the Com- a prescription having been issued for them 
mittee on Commerce on S. 2800, 73d Cong., % 332 U. S. 689 (1948). 

2d Sess., as reported in Dunn, Federal * The Court reserved questions relating 
Food, Drug, and Cosmetic Act—A State- to the possible application of the Act to the 
ment of Its Legislative Record (1938), p. retail sale of foods and cosmetics. See p 
1209, Mr. W. G. Campbell said that ‘‘prose- 694 of opinion. But see footnote 60, below 
cutions have been lodged against dealers " 62 Stat. 582 (1948), 21 USC Sec. 331(k) 
only in case of collusion between them (Supp., 1952). 

and manufacturers tv foist adulterated or % See H. Rept. No. 807, 80th Cong., Ist 
misbranded goods on the public.”’ Sess. (1947). 

” See Dunn, work cited at footnote 9; 65 Stat. 648 (1951), 21 USC Secs. 333(c) 
Cavers, ““The Food, Drug, and Cosmetic (4), 353(b) (Supp., 1952) 

Act of 1938: Its Legislative History and *See Dunn, “The New Prescription 
Its Substantive Provisions," 6 Law and Drug Law Enacted by the Durham Bill 
Contemporary Problems 2 (1939); Klein- (H. R, 3298) as a Part of the Federal Food, 
feld, ‘‘Legislative History of the Federal Drug, and Cosmetic Act,’’ 6 FOOD DRUG 
Food, Drug, and Cosmetic Act,’’ 1 FOOD COSMETIC LAW JOURNAL 951 (1951): 
DRUG COSMETIC LAW QUARTERLY 532 Williams, ‘‘The Federal Law of Prescrip- 
(1946). tion Drugs," 27 Notre Dame Lawyer 377 

™ The legislative history fails to indicate (1952). 
that any such objective was ever proposed, Sec. 303(c)(4), 65 Stat. 649 (1951), 21 
much less considered. USC Sec. 333(c)(4) (Supp., 1952). 
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self from the excesses of administration and as to the extent to which 


they provide loopholes for the irresponsible. This is not to say that 


the Food and Drug Administration has been guilty of excesses in 
recommending criminal prosecution of pharmacists. In fact, they 
have used restraint in this field of enforcement.** However, the 
gradual extension of their activities ** and the power that is stated 
in the Act ** have caused great concern to the profession. No one 
contends that the unscrupulous should go free or that the innocent 
be punished. However, such threats lurk in a statute with broad 
prohibitions and clumsy immunizations. The immunizations are 
analyzed herein in an attempt to discover their potential for good or harm. 


Immunized Prohibited Acts 

Under Section 303(a),*° “any person who violates any of the pro 
visions of Section 301 shall be guilty of a misdemeanor ....” Sec 
tion 301 * lists various prohibited acts, many of which could be 
violated by a pharmacist even in day-to-day operations and in the 
utmost good faith. However, Section 303(c) immunizes some persons 
from the penalties that could be imposed for having committed in 
good faith certain of the acts prohibited by Section 301. 

Thus, some pharmacists may be able to establish a valid defense 
even though they have introduced or delivered for introduction into 
interstate commerce an adulterated or misbranded drug; *? have adul 
terated or misbranded a drug in interstate commerce; ** have received 


= Though a vast variety of drug items Sec. 303(c) does not refer to Sec. 301(a) 
bear the prescription legend, the Food and but may be interpreted to grant limited 
Drug Administration has sought prosecu- immunity in some cases of such violations 
tion only in cases of sales of a few of the See text at footnote 62. Clauses (2) and 
more dangerous ones (3) of Sec. 308(c) refer specifically to 

3% In 1943 the first case under the Act Paragraph (a) of Sec. 301, and provide 
against a pharmacist for illegal sales was limited immunity in some cases of such 
terminated. For the next three years only violations. Clause (4) of Sec. 303(c) refers 
three such cases were terminated, and in only to Paragraphs (b), (c) and (k) of 
the next two years (1947 and 1948) less Sec. 301 and, therefore, would provide no 
than ten resulted In 1949 the number of immunity in cases of Sec. 30l1(a) viola- 
such terminated cases jumped to 23, and in tions 
1950 the number skyrocketed to 69 In * Except for immunity under Sec. 303(c), 
1951 they further increased to about 85 penalties could be imposed for such a 
and again in 1952 such cases totaled over violation of Sec. 301(b). Clause (1) of Sec 
80 and accounted for 80 per cent of all 303(c) does not refer to Sec. 301(b), but 
criminal actions alleging drug violations may be interpreted to grant limited im- 

* See Nelson, Goodrich, Harding, and munity in some cases of such violations 
Swain, works cited See text at footnote 62. Clauses (2) and 

* 52 Stat. 1043 (1938), 21 USC Sec. 333(a) (3) of Sec. 303(c) refer only to violations 
(1946) of Secs. 301(a) and (d) and therefore pro- 

*52 Stat. 1042 (1938), as amended, 62 vide no immunity in cases of Sec. 301(b) 
Stat 582 (1948), 21 USC Sec. 331 (Supp., violations. Clause (4) of Sec. 303(c) refers 
1952) specifically to Sec. 391(b), and provides 

7 Except for immunity under Sec. 303(c). limited immunity in some cases of such 
penalties could be imposed for such a violations 
violation of Sec. 301(a). Clause (1) of 
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an adulterated or misbranded drug in interstate commerce, and de- 
livered or proffered delivery of it; ** have introduced a new drug into 
interstate commerce in violation of the new-drug provisions; *° or 
have acted so as to cause a drug to be misbranded or adulterated 
while holding it for sale after shipment in interstate commerce.* 
The immunizing effect of Section 303(c) does not excuse the 
refusal to permit access to or copying of any record where such is 


required ** nor does it excuse the refusal to permit authorized entries 


or inspections.** Furthermore, it provides no immunity for the giving 
of a false guaranty,"* for using certain identification devices without 
authority,® for representing that a drug complies with the new-drug 
provisions * or for using in sales promotions references to reports or 
analyses furnished under the factory-inspection provisions.” 

It is important to note that the exception provisions exempt the 
pharmacist only from criminal prosecution, and provide no immunity 


from injunction * or seizure proceedings.*® Further, they apply only 


when the charge is under Section 303(a), and if the charge is under 
Section 303(b)* for having committed the prohibited act with “intent 
to defraud or mislead,” they have no application. No objection can 
validly be raised to these limitations. The injunction and seizure pro- 
visions offer an opportunity to the government to prove errors of 


*” Except for immunity under Sec. 303(c), but may be interpreted to grant limited 
penalties could be imposed for such a immunity in some cases of such violations 
violation of Sec. 301(c). Clause (1) of Sec. See text at footnote 62. Clauses (2) and 
303(c) provides limited immunity in some (3) of Sec. 303(c) refer only to violations 
cases of such violations. Clauses (2) and of Secs. 30l(a) and (d), and therefore 
(3) of Sec. 303(c) refer only to violations provide no immunity in cases of Sec 
of Secs. 301(a) and (d), and therefore 301(k) violations. Clause (4) of Sec. 303 
provide no immunity in cases of Sec. 301 (c) refers specifically to Sec. 301(k), and 
(c) violations. Clause (4) of Sec. 303(c) provides limited immunity in some cases 
refers specifically to Sec. 301(c), and pro- of such violations. 
vides limited immunity in some cases of # A violation of Sec. 301(e), 52 Stat. 1042 
such violations. (1938), 21 USC Sec. 331(e) (1946). 

” Except for immunity under Sec. 303(c), * A violation of Sec. 301(f), 52 Stat. 1042 
penalties could be imposed for such a (1938), 21 USC Sec. 331(f) (1946) 
violation of Sec. 301(d). Clause (1) of * A violation of Sec. 301(h), 52 Stat. 1042 
Sec. 303(c) does not refer to Sec. 301(d) (1938), 21 USC Sec. 331(h) (1946) 
but may be interpreted to grant limited * A violation of Sec. 301(i), 52 Stat. 1042 
immunity in some cases of such violations. (1938), 21 USC Sec. 331(i) (1946) 

See text at footnote 62. Clauses (2) and * A violation of Sec. 301(1), 52 Stat. 1043 
(3) of Sec. 303(c) refer specifically to (1938), 21 USC Sec. 331(1) (1946). 
Paragraph (d) of Sec. 301, and provide * A violation of Sec. 301(n), 67 Stat. 477 
limited immunity in some cases of such (1953), Pub. L. 217, 83d Cong., Ist Sess 
violations. Clause (4) of Sec. 303(c) refers (1953). 

only to Paragraphs (b), (c) and (k) of * Sec. 302, 52 Stat. 1043 (1938), 21 USC 
Sec. 301, and therefore would provide no Sec. 332 (1946). 

immunity in cases of Sec. 301(d) violations. * Sec. 304(a), 52 Stat. 1044 (1938), as 

** Except for immunity under Sec. 303(c), amended, 62 Stat. 582 (1948), 21 USC Sec 
penalties could be imposed for such a 334(a) (Supp., 1952). 
violation of Sec. 301(k). Clause (1) of # 52 Stat. 1043 (1938), 21 USC Sec. 333(b) 
Sec. 303(c) does not refer to Sec. 301(k) (1946). 
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conduct without subjecting the actor to criminal sanctions. 
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Toe , it 


is only when evil intent is lacking that immunity should be afforded. 
The limitations pose no undue burden and protect the ethical from 


evil competition. 


Persons Immunized 


Criminal penalties may be imposed on any person who violates 
any of the prohibited acts*' but no person shall be subject to the 


penalties if he meets certain conditions.” 
as including “individual, partnership, corporation, and association.’ 


The Act defines “person” 
’ 43 


However, the fact that the term is defined does not necessarily mean 


that the word is used in the same context in the penalty provision 


and in the exception clause. 


Only the “dealer” was immunized by the 1906 Act ** and by early 


drafts of the 1938 Act.* 


Though the word “person” was substituted 


for “dealer,” the committee making the change continued to speak of 


(1938), 21 


“Sec. 303(a), 52 Stat. 
USC Sec. 333(a) (1946). 

“Sec. 303(c), 52 Stat. 1043 (1938), as 
amended, 65 Stat. 649 (1951), 21 USC Sec 
333(c) (Supp., 1952). The section reads as 
follows: 

“*(c) No person shall be subject to the 
penalties of subsection (a) of this section, 
(1) for having received in interstate com- 
merce any article and delivered it or prof- 
fered delivery of it, if such delivery or 
proffer was made in good faith, unless he 
refuses to furnish on request of an officer 
or employee duly designated by the Secre- 
tary the name and address of the person 
from whom he purchased or received such 
article and copies of all documents, if any 
there be, pertaining to the delivery of the 
article to him; or (2) for having violated 
section 301(a) or (d), if he establishes a 
guaranty or undertaking signed by, and 
containing the name and address of, the 
person residing in the United States from 
whom he received in good faith the article, 
to the effect, in case of an alleged violation 
of section 301(a), that such article is not 
adulterated or misbranded, within the 
meaning of this Act, designating this Act 
or to the effect, in case of an alleged viola- 
tion of section 301(d), that such article is 
not an article which may not, under the 
provisions of section 404 or 505, be intro- 
duced into interstate commerce; or (3) for 
having violated section 301(a), where the 
violation exists because the article is adul- 
terated by reason of containing a coal-tar 
color not from a batch certified in accord- 


1043 


ance with regulations promulgated by the 
Secretary under this Act, if such person 
establishes a guaranty or undertaking 
signed by, and containing the name and 
address of, the manufacturer of the coal-tar 
color, to the effect that such color was 
from a batch certified in accordance with 
the applicable regulations promulgated by 
the Secretary under this Act; or (4) for 
having violated section 301(b), (c) or (k) 
by failure to comply with section 502(f) 
in respect to an article received in inter 
state commerce to which neither section 
503(a) nor section 503(b)(1) is applicable 
if the delivery or proffered delivery was 
made in good faith and the labeling at 
the time thereof contained the same direc 
tions for use and warning statements as 
were contained in the labeling at the time 
of such receipt of such article." 
"Sec. 201(e), 52 Stat. 1040 
USC Sec. 321(e) (1946) 

"Sec. 9, 34 Stat. 768 (1906) 
“S. 1944, 73d Cong., Ist Sess 
2000, 73d Cong., 2d Sess. (1934) 
73d Cong., 2d Sess. (1934); S. 5, 74th 
Cong., ist Sess. (1935), as passed by the 
Senate in May, 1935, and as reported by 
the Committee on Interstate and Foreign 
Commerce of the House in the second 
session in May, 1936; S. 5, 75th Cong., Ist 
Sess., as passed by the Senate in March 
1937. The change from ‘‘dealer’’ to ‘‘per 
son'' was made by a subcommittee of the 
Committee on Interstate and Foreign Com- 

merce of the House 


(1938), 21 


(1933); S 
S. 2800 
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the protection afforded “dealers.” ** The question then arises as to 
whether a nondealer—for instance, a repacker—may claim immunity. 


The two courts that have considered the problem have come up 
with different results. A district court in Ohio ruled that a repacker 
could not claim immunity since an immunizing guaranty can only be 
obtained in good faith, said the court, “if the shipper passes the 
47 


product on in the same form as he receives it.” However, in U. S 


v. Levine,** a district court in Pennsylvania, in 1948, allowed immunity 


to a repacker by calling a tail a leg and making it a leg, saying: “The 


defendant ... is such an innocent dealer and should be afforded the 
protection.” Neither case is sound in both reasoning and policy. Both, 
however, illustrate the trouble a court has in saying that “person” 
really means “dealer,” though Congress once used the word “dealer” 


but changed the word to “person.” 


It is submitted that the type of activity usually carried on by the 
enterprise is of little significance. Rather it is the activity that led 
to the adulteration or misbranding that should control, along with the 
defendant's opportunity for knowledge. Certainly, no one would 
question that a retail druggist is a “dealer.” Yet he is also a repacker. 
Indeed, it was a repacked drug that led to prosecution in the Sullivan 
case.*® It is more reasonable to assume that Congress—without intro 
ducing any new hazards whether the person may be properly classified 
as a “dealer” or not—intended to afford protection to those who, with 
out opportunity for knowledge, pass products on. 


The question also arises as to whether immunity is provided only 
to proprietors, or to employees as well. 

Under Section 303(c), only persons receiving offending articles 
may claim immunity, and the guaranty provisions protect only those 
receiving the guaranty. It was argued by defendant, a corporate 
officer, in U. S. v. Dotterweich,® that this indicates that Congress 
intended to penalize only those persons who would receive a guaranty, 
that is, proprietors, and the circuit court agreed.** However, the 
Supreme Court disagreed, and cautioned that “the meaning of a sen- 
tence is to be felt rather than proved.” No guaranty was claimed 


“H. Rept. No. 2139, 75th Cong., 3d Sess. *1 Kleinfeld and Dunn, Federal food, 
(1937), as reported in Dunn, cited at foot- Drug, and Cosmetic Act 1938-1949, p. 367 
note 9, at pp. 815, 818. *” 332 U. S. 689 (1948). 

“U.S. v. Crown Rubber Sundries, 67 F. ® 320 U. S. 277 (1943) 

Supp. 92 (DC Ohio, 1946); cf. U. 8. wv "UU. §S. v. Buffalo Pharmacal Company, 
Mayfield, 177 F. 765 (DC Ala., 1910). et al., 131 F. (2d) 500 (CCA-2, 1942) 





IMMUNITY FOR PHARMACISTS PAGE 451 


by the defendant, and the Court’s statement concerning it is dictum. 
However, the Court said: 


The Act is concerned not with the proprietary relation to a misbranded 
or an adulterated drug but with its distribution. . . If a guaranty immunizes 
shipments of course it immunizes all involved in the shipment 


The lengthy consideration given the problem by the Court en- 
titles its dictum to more than normal weight. Furthermore, it accords 
with reason to extend protection to nonproprietors if those nonpro 
prietors are to be viewed as receivers of offending articles and subject 


to the penalties of the Act 


The question of “receiving” also arose in U. S. v. Parfait Powder 
Puff Company, Inc., where defendant contracted with another to im 
pregnate its powder puffs and to send them to customers in accord 
ance with directions furnished by defendant. Without defendant's 
knowledge, so far as the record discloses, a deleterious gum was sub 
stituted for the requested shellac. Defendant claimed that when the 
finished goods were delivered to carriers on behalf of defendant as 
consignor and addressed to its purchasers as consignees, defendant 
received the goods in interstate commerce within the meaning of the 
Act and was entitled to immunity under Clause (1) of Section 303(c) 
The court answered this: 

Rather than having received the goods in commerce, defendant in fact 


caused them to be placed in commerce. . . It is clear, we think, that the 


Act was intended to furnish protection to innocent receivers of goods shipped 
in interstate commerce in violation of the Act and not to consignors of such 


goods, such as defendant.” 


Clause (1) Exemption 
Section 303(c) begins: 


No person shall be subject to the penalties of subsection (a) of this sec 
tion, (1) for having received in interstate commerce any article and delivered 
it or proffered delivery of it, if such delivery or proffer was made in good faith, 
unless he refuses to furnish on request of an officer or employee duly designated 
by the Secretary the name and address of the person from whom he purchased 
or received such article and copies of all documents, if any t! 
to the delivery of the article to him. 


ere be, pertainti 


Receipt in Interstate Commerce.—To claim the exemption under 
Clause (1), the goods must have been received in interstate commerce 
This was written into the Act to plug a presumed loophole that might 


2163 F. (2d) 1008, 1010 (CCA-7, 1947) 
cert. den., 332 U. S. 851 (1948) 
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otherwise exist where the dealer obtains the goods intrastate and 
sells them interstate in “good faith.” It was predicted that, by co- 
operating with inspectors by divulging matters relative to receipt of 
the articles, both the dealer and the supplier might escape liability 
under the Act as it was then written without this requirement.** How- 
ever, in plugging the loophole, the exemption was considerably re- 
stricted, if not eliminated, in most cases. Most drugs sold at retail 
have been purchased from a wholesaler located in the same state. 
True it is that they generally were once shipped in interstate com- 
merce to the wholesaler, but are such drugs received by the retailer 
“in interstate commerce” ? 

In U. S. v. Sullivan,®** the defendant had purchased sulfathiazole 
from a wholesaler located in the same state. The Supreme Court, 
though finding that the sale by Sullivan was subject to the Act, recog- 
nized that Sullivan “had received the sulfathiazole.by way of an 
intrastate sale and shipment.” * Of course, the statement is dictum 
and, in view of other Supreme Court cases, it is not beyond the realm 
of possibility that the Court, when squarely faced with the problem, 
would find such receipt to be in interstate commerce. Such is not 
too likely, however. The distinction must be kept in mind between 
the power of Congress to regulate activities affecting interstate com- 
merce and the meaning of the term “interstate commerce.” Though 
the far-reaching and oft-cited cases, U. S. v. Wrightwood Dairy Com- 
pany and Currin v. Wallace, recognize the authority of Congress to 
regulate matters affecting interstate commerce, they do not enlarge 
the meaning of the term “interstate commerce.” Federal courts after 
Wrightwood Dairy and Currin v. Wallace have held that when a sub- 
stance is transported from one state to another, delivered to a dis- 
tributor and subsequently delivered by the distributor to a retailer, 
the interstate movement ends with the delivery to the distributor, 


and the subsequent sale to its retail customer constitutes “intrastate 


oa? 
57 


commerce.’ 


33 See statement by Mr. W. G. Campbell, * Brosious v. Pepsi-Cola Company, 155 
then Chief of the Food and Drug Adminis- F. (2d) 99, 103 (CCA-3, 1946); Walling v 
tration, in Hearings Before the Committee Goldblatt Brothers, 128 F. (2d) 778, 782 
on Commerce on S. 2800, 73d Cong., 2d (CCA-7), cert. den., 318 U. S. 757 (1942); 
Sess. (1934), reported in Dunn, cited at Dallum v. Farmers Co-op Trucking Asso- 
footnote 9, at pp. 1112, 1208-1209. ciation, 46 F. Supp. 785, 790 (DC Minn., 

% Cited at footnote 49. 1942); accord, Jewel Tea Company v. Wil- 

55 Cited at footnote 49, at p. 698. liams, 118 F. (2d) 202, 207 (CCA-10, 1941); 

%*U. 8. v. Wrightwood Dairy Company, Gerdert v. Certified Poultry &@ Egg Com- 
305 U. S. 110 (1941); Currin v. Wallace, pany, 38 F. Supp. 964, 972-973 (DC Fia., 
306 U. S. 1 (1938). 1941). 
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From a policy standpoint, it is difficult to see why protection 
should be afforded a retailer who has ordered the drug directly from 
an out-of-state manufacturer but refused if it has been ordered from 
The source of the product has little relation- 
This is just another illustration of the 
Im- 


an in-state wholesaler. 
ship to culpability or excuse. 
lack of basic policy in the Act in regulating retail pharmacy. 
munity should be either afforded or withdrawn, and not made to rest 
on such shadowy supports and deviling distinctions. The presumed 
loophole, if any there be, could be effectively plugged without destroy- 
ing immunity, in the instances where such course is wise. 

Prohibited Acts Immunized Under Clause (1).—Clause (1) does not 
set forth or make clear the prohibited-act sections for which it affords 
immunity. Its wording closely parallels that of Section 301(c),** and 
it has been said that it amounts to the removal of Section 301(c) from 
the Act.*® The question then arises: Does Clause (1) afford immunity 
only to violations of Section 301(c)? Both relate to the receipt in 
interstate commerce, and the delivery or proffered delivery, of articles. 
Both are applicable whether the resulting delivery or proffer is in 
commerce. However, other prohibited-act 


interstate or intrastate 


sections may be violated by the receipt in interstate commerce and 
Section 


proffer of violative articles.*° There can be a violation of 
301(a) by the receiving of an article in interstate commerce and, then, 
the selling of it in interstate commerce; Section 301(b) could be vio 
lated by the receiving of an article in interstate commerce, the adul- 
misbranding of it while in interstate commerce, and the 


Section 301(k) could be violated by the receiving of an 


terating or 
selling of it; 
article in interstate commerce, the doing of an act with respect to it 
which results in such article’s being adulterated or misbranded, and 


% ‘Sec. 301. The following acts and the 


any food, drug, device, or cosmetic that 





causing thereof are hereby prohibited: ... 

“(c) The receipt in interstate commerce 
of any food, drug, device, or cosmetic that 
is adulterated or misbranded, and the 
delivery or proffered delivery thereof for 
pay or otherwise.”’ 

“Sec. 303(c). No person shall be subject 
to the penalties of subsection (a) of this 
section, (1) for hawing received in inter- 
state commerce any article and delivered 
it or proffered delivery of it sae 

* Barry, “Criminal Prosecutions Under 
the Federal Food, Drug, and Cosmetic 
Act," 6 FOOD DRUG COSMETIC LAW 
JOURNAL 749, 751 (1951). 

#” “Sec. 301 The following acts and the 
causing thereof are hereby prohibited: 

“‘(a) The introduction or delivery for 
introduction into interstate commerce of 


is adulterated or misbranded. 

“(b) The adulteration or misbranding of 
any food, drug, device, or cosmetic in 
interstate commerce , 

“(d) The introduction or delivery for 
introduction into interstate commerce of 
any article in violation of section 404 or 
505 

‘(k) The alteration, mutilation, destruc- 
tion, obliteration, or removal of the whole 
or any part of the labeling of, or the doing 
of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is 
done while such article is held for sale 
(whether or not the first sale) after ship- 
ment in interstate commerce and results 
in such article being adulterated or mis- 
branded "’ 
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the selling of it. 
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Under Section 503(b) the innocent sale of a restricted 


drug without a prescription is a violation of Section 301(k).™ 


There was no indication that Congress intended Clause (1) to 


apply only to violations of Section 301(c). 


In fact, the intention was 


expressed to protect “dealers who innocently receive and distribute 


illegal goods.” 


*? Furthermore, other clauses of Section 303(c) specify 


the prohibited-act sections for which immunity is afforded, but Clause 


(1) contains no such reference. 


It would be reasonable to assume that 


the intent was to immunize the innocent dealer who receives in inter- 


state commerce and sells or proffers adulterated or misbranded articles, 


regardless of the prohibited-act section under which he is prosecuted.® 





™ Sec. 503(b)(1), 52 Stat. 1052 (1938), as 
amended, 65 Stat. 648 (1951), 21 USC Sec 
503(b)(1) (Supp., 1952), states that certain 
drugs shall be dispensed only upon pre- 
scription and: ‘“‘The act of dispensing a 
drug contrary to the provisions of this 
paragraph shall be deemed to be an act 
which results in such drug being mis- 
branded while held for sale.'’ Sec. 502, 52 
Stat. 1050 (1938), 21 USC Sec. 502 (1946), 
defines the reasons for which a drug (or 
device) shall be deemed to be misbranded, 
but there is nothing in Sec. 502 which 
would indicate that a drug defined by Sec 
503(b)(1) is misbranded if dispensed with- 
out a prescription. Sec. 301(k), set forth 
in footnote 60, prohibits an act after 
receipt from interstate shipment ‘‘while 
such article is held for sale’’ which results 
in such article being adulterated or mis- 
branded. Besides the incongruity in an 
act of selling being said to be an act 
while holding for sale, it might be argued 
that since dispensing without a prescrip- 
tion is not defined as misbranding under 
Sec. 502, a conflict exists, between sections 
of the statute, similar to that which 
rendered inoperative the factory-inspection 
provisions in U. 8S. v. Cardiff, CCH FOOD 
DRUG COSMETIC LAW REPORTS { 7246, 
344 U. S. 174, where the Supreme Court 
said: ‘“‘The vice of vagueness in criminal 
Statutes is the treachery they conceal 
either in determining what persons are 
included or what acts are prohibited.”’ 

This argument is bolstered by the fact 
that Sec. 503(b)(1) is contained in an 
exemption section, and it is unusual to 
find affirmative requirements among ex- 
emptions Furthermore, the constitution- 
ality of Sec. 503(b)(1) is an open question 
in spite of U. 8. v. Sullivan, cited at foot- 
note 49, for the holding of the Sullivan 
case is restricted to the power of Congress 
to regulate the branding of articles that 
have completed an interstate shipment. It 
did not decide that such power extended 
to intrastate sales, nor did it pass on 


whether Sec 
“ing 

To avoid the constitutional question 
a court might construe the affirmative re- 
quirement in Sec. 503(b)(1) to mean that 
the act of dispensing a drug without a 
prescription will render the drug mis- 
branded, if, at the time of dispensing, the 
drug fails to comply with Sec. 502, defining 
misbranding of drugs. 

*%H. Rept. No. 2139, 75th 
Sess. (1937), reported in Dunn 
footnote 9, at pp. 815, 818 

*% This view accords with the legislative 
history of the 1938 Act. S. 2800 stated 
that no dealer should be- prosecuted ‘‘be- 
cause of commerce in any article he has 
purchased or received . " (S. 2800, as 
introduced February 19, 1934, 78 
gressional Record 2728.) Mr. Campbell 
argued: ‘‘This creates a loophole 
Any dealer purchasing from a manufac- 
turer in the same State, against whom 
we could not proceed because of lack 
of Federal jurisdiction, could distribute 
throughout the country such products upon 
the mere compliance with this requirement 
to furnish us the name and address of the 
person through whom he bought them.’ 
(Italics supplied.) Accordingly, he asked 
that the section be amended to read 
for having received in interstate commercs 
an article and in good faith sold it at 
retail : (Italics supplied.) (State 
ment of W. G. Campbell, cited at footnote 
53, at p. 1209.) 

The section was then amended to read 
7 for having received in interstate 
commerce any article of food, drug, or 
cosmetic and in good faith sold it as re 
ceived . ." ($8. 5 as introduced in the 
Senate, 74th Cong., Ist Sess., 79 Congres 
sional Record 100 (1935).) Notice that 
Campbell's request that immunity be 
limited to sales ‘‘at retail’’ was not 
adopted Instead, no limitation was made 
as to the extent of sales, but only as to 


301(k) covers the act of sell- 


Cong., 3d 
cited at 


Con 
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Such a broad view of Clause (1) does not seem to have met with 
an administrative blessing,“* and at least one writer has doubted that 
the exemption extends to acts performed after receipt of the article." 
However, in the Levine case, the exemption was applied to a violation 
of a section other than Section 301(c), and despite the fact that the 
violation occurred after receipt. 

From a policy standpoint, there seems to be no more reason to 
protect violators of Section 301(c) than to protect violators of othe 
sections. For instance, suppose a pharmacist should sell without a 
prescription a product that “is not safe for use except under the 
supervision of a practitioner licensed by law to administer such drug.” 
This would clearly be an “act which results in the drug being mis 
branded while held for sale.” * If the product had been shipped in 
interstate commerce, the sale would be in violation of Section 301(k), 
even though the manufacturer may have omitted to label the drug 
with the prescription legend and included directions for use on the 
label. FDA has not sought prosecutions in any such cases and it is 
submitted that if it should do so, there is a real question whether the 
court would not be required to apply the Clause (1) exemption, pro 


vided, of course, that the other requirements for exemption are met 


Cooperation Requirement.—Although the affirmative labeling re 


quirements démand that labels bear the name and address of the 


manufacturer, packer or distributor,*’ some other evidence of inter 
state movement is often necessary for prosecution. The Act provides 
facilities for gathering this information. Section 703° requires that 


the nature of the sale, that is, sales in (1940), TC-350 (1941), TC-361 (1941), TC-366 

good faith’ of articles ‘‘as received."’ (1941), TC-373 (1941 TC-400 = (1943).) 
Then, later, the requirement that the ar- Actually, it is doubtful if a retail sale 
ticles be sold ‘‘as received’’ was eliminated can be immunized under the guaranty pro 

Therefore, it would seem that Congress visions See the section of this paper 
did not intend to prohibit the limited im- headed ‘‘Guaranty Provisions.’ 
wotenr- saad under Clause @) = cases where *® Herrick, 2 Food Regulation and Com 
goods are sold interstate, and even when . : seman a f 
they are in an altered condition PRenee 1166 (1947); see Barry, work cited 

’ pp. 751, 752 (1951) 

* In TC-414 (1944), the Food and Drug * Under Sec. 503(b)(1). 52 Stat. 1052 
Administration suggested the guaranty as (19388). as amended. 65 Stat. 648 (1951) 
the solution of the pharmacist’s problem 21 USC Sec. 353(b)(1) (Supp., 1952). But 
in selling preparations containing sulfona- gee footnote 61 
mides in limited quantity, and did not Sec. 502(b). 52 Stat. 1050 (1938). 21 
mention any immunity under Clause (1) USC Sec. 352(b) (1946) (drugs and de- 
of Sec. 303. Although this announcement vices): Sec. 403(e). 52 Stat. 1047 (1938) 
was made prior to the Sullivan case, FDA 21 USC Sec. 343(e) (1946) (food in package 
had previously announced that it con- form); Sec. 602(b), 52 Stat. 1054 (1938) 
sidered unauthorized sulfa sales at retail 21 USC Sec. 362(b) (1946) (cosmetics) 
to be a violation of the Act (See TC-4 * 52 Stat. 1057 (1938), 21 USC Sec. 373 
(1938), TC-54 (1940), TC-165 (1940), TC-326 (1946) 
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carriers and those holding goods shipped interstate allow inspection 
of shipping documents. To refuse inspection is a prohibited act.* 
The most extreme of the methods to facilitate the gathering of this 
evidence is the combination of Section 301(c) with the cooperation 
requirement of Clause (1) of Section 303(c). Under Section 301(c), 
it is a prohibited act to receive and deliver or proffer violative goods 
that have been in interstate commerce. Under Clause (1) of Section 
303(c), immunity is extended to such a receiver “unless he refuses to 
furnish” the name and address of the shipper, and such documents 
concerning receipt of the goods as he may have. If the product is a 
private brand and the label on the package shows only the pharma- 
cist’s name and address, he will be the only one who can produce 
evidence of interstate movement and of the identity of the supplier. 
In such a case, the name and address of his supplier will be readily 
available, since a private brand is usually produced for him by only 
one supplier. If, however, the package bears the name and address 
of another, it will frequently be impossible for him to determine from 
whom he received the goods. Pharmacists seldom mark goods they 
receive so as to indicate the source. Since they usually purchase 
identical goods from more than one supplier, sources will be unknown 
after the goods are commingled. If immunity is withdrawn in such 
a situation, a burden is created without just reason, since evidence 
of the interstate movement can be as readily determined from the 
label and other sources as from the files of the pharmacist. 


Under the 1906 Act, immunity for having received and sold 
violative goods was extended to a dealer only if the guilty shipper 
could be held in his stead. Express language in the Act indicated 
this purpose * and the Act was so interpreted.” Though the same 
language was not used in the 1938 Act, the intent seems to have been 
the same. The House report to accompany S. 2800 says: 

The bill affords in this paragraph further protection to the innocent dealer 
who distributes goods he has received from interstate sources. If he has failed 
to secure a guaranty he can escape penalties by furnishing the records of inter- 
state shipment, thus allowing the prosecution to lie solely against the guilty shipper. 
[Italics supplied.] ™ 

Was the intent, then, to force the dealer to offer up this evidence 
at his peril? Though the interpretation of the 1906 Act—coupled 





Sec. 301(f), 52 Stat. 1042 (1938), 21 1 U. 8. v. Mayfield, cited at footnote 47. 
USC Sec. 331(f) (1946) %S. Rept. No. 493, 73d Cong., 2d Sess., 

34 Stat. 771 (1906), set forth at foot- reported in Dunn, cited at footnote 9, 
note 8 at pp. 110, 129. 
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with the legislative history of the 1938 Act—would seem to so indi 
cate, the wording of the cooperation requirement might be construed 
otherwise. Notice that immunity is extended “unless he refuses” to 
divulge the information—not unless he fails or neglects to furnish it. 
Refusal has a fairly fixed meaning in the law, and implies a willful 
disobedience. ** It requires the ability to perform.™* If, then, the 
goods of a receiver have been so commingled as to destroy the oppor 


tunity for evidence of their source, there is no ability to perform and 


there can be no refusal in the failure to disclose their source. If, how 
ever, the goods are received from only one source, any failure to 
disclose the identity of the shipper would amount to a refusal, since 
such information would be within the receiver's opportunity for 
knowledge. It is submitted that this latter interpretation would afford 
sufficient opportunity to discover the name and location of guilty 
shippers without throwing an unreasonable burden on innocent receivers. 

Good-Faith Requirement.—In complaining, at a Senate hearing on 
the Copeland Act, of a good-faith exemption for dealers, Mr. W. G. 
Campbell said: 

The difficulty of showing bad faith on the part of the dealer would, in many 
instances, be insurmountable until extensive damage to the public had occurred 

If the commodities were only sporadically adulterated or misbranded, it 
would be practically impossible to prove bad faith on the part of the dealer, 
and the public would be afforded no protection 

He offered as a substitute and compromise a provision limiting 
the good-faith exemption to instances where the goods have been 
received in interstate commerce and sold at retail. Congress accepted 
the receipt requirement. The “retail” sale requirement was rejected.” 

Thus, the problem was not met by defining “good faith,” but by 
placing an additional obstacle to claiming exemption. However, Mr 
Campbell’s fears may well be justified in those cases where the 
obstacle is surmounted. The effect of such an exemption depends 
in large measure on the problem of placing the burden of proof. If 
the defendant has the burden of proving “good faith,” his fears are 


groundless; if the burden is on the government to prove its absence, 





% Taylor v. Mason, 9 Wheat. 327 (U. S., but not neglect or refusal, within the 
1824): Maestas v. American Metal Com- meaning of the statute.’ 
pany, 20 Pac. (2d) 924, 925 (N. Mex., ™ Taylor v. Mason, cited at footnote 73 
1933): In re Drugcraft Company, 288 F Ginnochio v. Hydraulic Press Brick Com- 
206, 208 (DC Mich., 1923), where the court pany, 266 F. 564, 569 (DC Ohio, 1920): 
said: “ the stated facts suggest accord, Mackey v. U. 8., 290 F. 18, 21 
that such failure was due to a mere lack (CCA-6, 1923): see, Cole v. George, 132 
of the necessary knowledge as to the de- F. (2d) 502, 504 (CCA-9, 1942). 
tails required for a legally sufficient and % Statement cited at footnote 53: see 
proper report If the latter were the footnote 63. 
true situation, there was, of course, failure, 
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they are valid.*° The problem of proof of exemptions is discussed 
subsequently after discussion of other exemption clauses. 

Miscellaneous Requirements and Omissions of Clause (1).—Another 
requirement of Clause (1) is that copies of documents relating to the 
delivery of the article be furnished “if any there be.” It should be 
noted that there is no requirement in the Act that such records be kept. 
furnished “on request.” The 
is it stated whether the one 
the for 


\ny required information must be 
form of the request is not defined nor 
requesting the information must give notice as to reason 
which the request is made. 

A loophole that Congress either overlooked or avoided is occa- 
sioned by the absence of a requirement that the person from whom 
the article is received be a person who is residing in the United States. 
Such a requirement occurs in Clause (2), but is absent in Clauses (1), 
(3) and (4). 


faith,” the dealer may claim immunity under Clause (1) simply by 


If the article is received from a foreign source “in good 
furnishing the name and address of the shipper and copies of docu- 
ments relating to receipt. The dealer would thus avoid prosecution, 
and the shipper could not be prosecuted due to lack of jurisdiction. 
In such a situation, the remedies available would be limited to in 


junction, seizure and cutting off of future imports under Section 801." 


There is no indication in the legislative history that the problem was 
ever raised in (1). Just as there is little 


reason to give advantage when purchases are made out of the state,"* 


connection with Clause 


there is little reason to give an advantage when purchases are made 


from a foreign country. 


Guaranty Provisions 


No person shall be subject to the penalties of subsection (a) of this section, 
(2) for having violated section 301(a) or (d), if he establishes a guaranty 


through technicalities of law. together 
with .absence of all information, notice, 
or benefit or belief or facts which render 
transaction unconscientious.”’ However, 
even if a duty to discover should be im- 
posed on the retail pharmacist, his oppor- 
tunity for independent investigation is 
limited. He lacks the manufacturer's 
laboratory and clinical staffs and facilities 


* This is true, though the definition in- 
cludes the duty to ascertain facts where 
practical. The recent Harvard study, cited 
at footnote 3, suggests that ‘‘the courts 
could well interpret ‘good faith’ to require 
not only ignorance of the violation but 
also affirmative action to discover, where 
practicable, whether the articles do vio- 
late the Act.’’ A definition such as is 
and it 





contained in Black's Law Dictionary (4th 
Ed. (1951)) might impose such a duty. 
There it is stated that the term means: 
“‘Honesty of intention, and freedom from 
knowledge of circumstances which ought 
to put the holder upon inquiry. [Citing 
case. ] An honest intention to abstain 
from taking advantage of another, even 


is hardly conceivable that a court 
would require duplicate testing by the 
retail pharmacist. If such a duty should 
be imposed, the cost of drug products 
would be astronomical 

™ 52 Stat. 1058 (1938), 21 
(1946). 

* See text at footnote 53 


USC Sec. 381 
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or undertaking signed by, and containing the name and address of, the person 
residing in the United States from whom he received in good faith the article, 
to the effect, in case of an alleged violation of section 301(a), that such article 
is not adulterated or misbranded, within the meaning of this Act, designating 
this Act, or to the effect, in case of an alleged violation of section 301(d), that 
such article is not an article which may not, under the section 
404 or 505, be introduced into interstate commerce; or (3) for having violated 
section 301(a), where the violation exists because the article is adulterated by 
reason of containing a batch certified in accordance 
with regulations promulgated by the Secretary under this Act, if 
establishes a guaranty or undertaking signed by, and containing the name and 
address of, the manufacturer of the coal-tar color, to the effect that such color 
was from a batch certified in accordance with the applicable regulations promul 
gated by the Secretary under this Act 


provisions ol 


coal-tar color not from a 


such person 


The guaranty provisions of Clauses (2) and (3) of Section 303(c) 


have little applicability to usual retail transactions. Immunity under 


them is limited to violations of Sections 301l(a) and (d).™ both of 


which relate to the introduction or the delivery for introduction into 


interstate commerce of violative articles. Unless the retailer knows 


that the purchaser intends to transport the product across state lines, 
a sale of a violative article would not fall within those prohibited 


acts.” For that reason, the guaranty provisions are not discussed 


herein.*! 
Clause (4) Exemption 


No person shall be subject to the penalties of subsection (a) of this sec- 


tion, (4) for having violated section 301(b), (c) or (k) by failure to 


comply with section 502(f) in respect to an 
503(a) nor 


received in interstate com 
503(b)01) 
taith 


and 


article 
which neither section section is applicable, il 


proffered delivery 


merce to 
the delivery or 
thereot 
contained in the 


was made in good and the labeling at 


contained the same directions for statements 


labeling at the 


the time warning 


as were time of sucl ‘ipt of such article 


The exception in Clause (4) is the most restricted and confusing 


of them all. It provides that, in limited situations, a pharmacist (or 








Secs. 30l(a) and (d) are set forth at 
footnote 60 
“In Drown v. U. 8., CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7240, 198 
F. (2d) 999 (CA-9, 1952), cert. den., 344 
U. S. 920 (1953), and in U. 8. v. Sanders, 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS 7229. 196 F. (2d) 895 (CA-10, 
1952). cert. den., 344 U. S. 829 (1952), it 
was held that where the defendant knew 
that the product sold by him was to be 
transported by the buyer to another state 
defendant violated Sec. 301(a) by the sale 
To date, no case has held that a sale 
without knowledge that the product is to 
be carried to another state is a violation 
of Sec. 301l(a) or Sec. 301(d) However, 
in U. 8S. v. Tannuzzo, 174 F. (2d) 177 


(CA-2), cert. den., 338 U. S. 815 (1949) 
the defendant was found to have caused 
stolen property to be transported in inter- 
State commerce when he participated in 
the robbery, knowing that the goods were 
to be sold but not knowing that they were 
to be sold in another state. The holdings 
in the Sanders and Drown cases are ex- 
Pressly limited to sales where the subse- 
quent interstate transportation was within 
the contemplation of the parties at the 
time of the sale 

"For an excellent discussion of the 
guaranty provisions, see Harper, ‘‘The 
Manufacturer’s Guaranty Under the Fed- 
eral Food, Drug, and Cosmetic Act,”’ 
2 FOOD DRUG COSMETIC LAW QUAR- 
TERLY 183 (1947). 
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other receiver) will not be subject to penalty for having dispensed 
a drug that failed to bear adequate directions or warnings if the 
directions and warnings on the drug dispensed were the same as 
were the ones on the article received. Such a limited immunity may 
seem proper, but the provision casts a cloud over other immunizing 
provisions and prohibited-act sections. 

The exemption is the child of a temporary wedlock of contestants 
in the Durham-Humphrey hearings.*? The National Association of 
Retail Druggists, sponsors of the Durham-Humphrey Amendment,** 
sought authority in the Act for an agency listing of all drug prod 
ucts to be limited to prescription sale.** They complained that some 
manufacturers restricted to prescription sale drug products that were 
labeled by others for over-the-counter sale.*° They complained that 
this practice was confusing to pharmacists and placed an undue 
them.* An agency determination, they said, would 


burden upon 


ease these burdens.**’ The manufacturers opposed an agency listing 
so strongly that the defeat of the entire amendment was threatened.** 





DRUG COSMETIC LAW QUARTERLY 497 
(1949); Matson, ‘‘Some Historical Notes 
on the Refilling of Prescriptions,’’ 4 FOOD 
DRUG COSMETIC LAW QUARTERLY 575 
(1949); Larrick, ‘‘The Federal Act and 
Pharmacy,’’ 5 FOOD DRUG COSMETIC 
LAW JOURNAL 608 (1950): Wheeler, 
“Prescription Refills,” 5 FOOD DRUG 
COSMETIC LAW JOURNAL 746 (1950); 
Crawford, ‘““‘The Federal Drug Law and 
the Druggist,’’ 5 FOOD DRUG COSMETIC 
LAW JOURNAL 812 (1950). 


% House hearings: Hearings Before 
Committee on Interstate and Foreign Com- 
merce on H. R. 3298, 82d Cong., 1st Sess. 
(1951): Senate hearings: Hearings Before 
Subcommittee on Health of Committee on 
Labor and Public Welfare on S. 1186 and 
H. R. 3298, 82d Cong., ist Sess. (1951). 
The ‘“‘wedlock’’ is indicated in Senate 
hearings at pp. 76, and following. 

%65 Stat. 648, amending Sec. 503(b), 
52 Stat. 1052 (1938), 21 USC Sec. 353(b) 


(Supp., 1952), and Sec. 303(c)(4), 52 Stat. 
1043 (1938), 21 USC Sec. 333(c)(4) (Supp., 
1952). 

% See House hearings, cited at footnote 
82. The Durham-Humphrey Amendment 
was the direct result of a speech made 
by Mr. Paul Dunbar, then Commissioner 
of Food and Drugs, at a convention of 
the National Association of Retail Drug- 
gists in Atlantic City, New Jersey, on 
October 15, 1948. This speech is reported 
in 3 FOOD DRUG COSMETIC LAW 
QUARTERLY 552 (1948). Though the 
speech was treated as announcing a new 
attitude on the part of the FDA, that ad- 
ministration had stated its position regard- 
ing most of the matters discussed in the 
speech as early as 1940. (See TC-4— 
TC-56 (1940), 1 Kleinfeld and Dunn, cited 
at footnote 48, at p. 591. Nevertheless, 
the speech provoked a deluge of comment. 
For discussion of some of the legal prob- 
lems raised, see Swain, work cited; 
Frailey, ‘‘Misbranding of ‘RX Legend’ 
Drugs,.’” 4 FOOD DRUG COSMETIC LAW 
QUARTERLY 207 (1949); Reed, “ ‘Refilled 
Prescription Cases’'—A Misnomer,"’ 4 FOOD 


The resulting bill proposed by the 
N. A. R. D. was discussed in this JOUR- 
NAL. See Dunn, ‘“The Durham-Humphrey 
Bill,”” 5 FOOD DRUG COSMETIC LAW 
JOURNAL 854 (1950): Hoge, ‘‘The Dur- 
ham-Humphrey Bill,"’ 6 FOOD DRUG COS- 
METIC LAW JOURNAL 135 (1951): and 
statements at hearings on the bill by Mr 
Oscar R. Ewing, then Federal Security 
Administrator, Mr. George P. Larrick and 
Mr. Charles Wesley Dunn, reported in 
6 FOOD DRUG COSMETIC LAW JOUR- 
NAL 407, 412, 420 (1951). 

For excellent discussions of the amend- 
ment, see Dunn, “The New Prescription 
Drug Law,’’ 6 FOOD DRUG COSMETIC 
LAW JOURNAL 951;° Williams, cited at 
footnote 20. 

%° See Senate and House hearings, cited 
at footnote 82. 

* See Senate and House hearings, cited 
at footnote 82. 

** See Senate and House hearings, cited 
at footnote 82. 

% Senate hearings, cited at footnote 82, 
at p. 81 





IMMUNITY FOR PHARMACISTS PAGE 461 


What is now the Clause (4) exemption was offered by the manu- 
facturers as recompense to the association for dropping support 
for the agency listing.** Although a majority of the time of the hear- 
ings had been taken up with proof of the different label restrictions, 
the association agreed to the compromise. 

What the Clause (4) exemption accomplished for the benefit of 
pharmacists is hard to see. It is so hedged with qualifications that 
it is practically useless, and the cloud it has thrown on other exemp- 
tion and prohibited-act sections may have created burdens that did 


not exist before. 


Provisions in General——Unlike Clause (1), Clause (4) specifies 
that its immunity extends only to violations of Sections 301(b), (c) 
and:(k). No immunity is provided for having introduced violative 
articles into interstate commerce. Like Clause (1), the article must 
have been “received in interstate commerce,” and the “delivery or 
proffered delivery” must have been “made in good faith.” Further, 
the article must be one that is not “in accordance with the practice 
of the trade, to be processed, labeled, or repacked in substantial 
quantities at establishments other than those where originally 
processed or packed,” *° and must not be a drug, for use by man, 
that is required to bear the Rx legend.” If all those conditions are 
met, there can be no penalty imposed for having failed to place 
in 


“adequate directions for use” or “adequate warnings against use” 


certain conditions in the labeling of a drug or device to be sold over 
the counter if the labeling at the time of the delivery contains “the 
same directions for use and warning statements as were contained in 


the labeling at the time of such receipt of such article.” 


Cloud on Coverage of Sections 301(k) and 303(c)(1).—Before this 
amendment, it was believed that no criminal liability existed when 
a pharmacist sold, in good faith, a drug received in interstate com 
merce with labeling-the same when sold as when received, though 
directions and warnings were not “adequate.” ** The Food and Drug 
Administration had never asked for prosecution in such a case.” 
It is doubtful if, before this amendment, prosecution could have been 
successful under Section 301(k), since the product would have been 


%* Senate hearings, cited at footnote 82, "See statement by Mr. George Larrick 
at pp. 76, and following. in Senate hearings, cited at footnote 82, 
Sec. 503(a), 52 Stat. 1051 (1938), 21 at p. 156 
USC Sec. 353(a) (1946). "See statement by Mr. George Larrick 
™ Sec. 503(b), 52 Stat. 1052 (1938). as in Senate hearings, cited at footnote 82 
amended, 65 Stat. 648 (1951), 21 USC 
Sec. 353(b)(1) (Supp., 1952) 
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misbranded before receipt and, in order to constitute a violation of 
that section, the act causing the violation must have occurred after 
receipt." Does Section 301(k) then outlaw all further handling of 
articles in violation of the act when received? If it does, a new area 
of possible violations by retailers arises. To repeat a question previ- 
ously posed, is such conduct a violation of Section 301(c) for which 
no immunity is afforded under Clause (1) of Section 303? For 
instance, suppose a retailer dispenses a dozen tablets from a bottle 
of 100 and places on the second label a list of the active ingredients, 
relying on the list on the bottle he received. If the list is faulty, has 
he violated Section 301(k) and, if so, is any immunity afforded under 
Clause (1)? None is provided under Clause (4), since it immunizes 
only those acts stemming from violations of Section 502(f), and 
a correct active-ingredient list is required under Section 502(e).” 
[It may be argued that Congress considered such conduct to be a 
violation for which no immunity exists under Clause (1); otherwise, 
violations of Section 502(f\ would be equally immunized, and Clause 


(4) would be unnecessary and would not have been enacted. 


Cloud on Section 301(b) and Further Cloud on Section 303(c)(1) 
Clause (4) also immunizes certain violations of Section 301(b) 
which implies that Paragraph (b) has some relationship to the con 
duct immunized by Clause (4). Section 301(b) proscribes the adulter 
ation or misbranding of an article “while in interstate commerce.” 
Is the labeling by a retailer for retail sale of a drug shipped in inter 
state commerce an act performed while the drug is in interstate 
commerce? That is a concept that a retailer should find hard to 
accept, much less sponsor. However, to his benefit, it is one that 


might enlarge his opportunity for immunity under Clause (1). As 


was pointed out, the Clause (1) exemption is probably not applicable 


to drugs that have been received from a source in the same state.” 
If, however, Congress indicated, by enacting Clause (4), that acts 
performed at the time of a retail sale are acts performed in interstate 
commerce if the article was at one time shipped in interstate com- 
merce, then sales by suppliers to retailers of goods received by the 
suppliers from interstate shipment are also in interstate commerce 
and, since the goods would have been “received in interstate com 


merce,” the Clause (1) exemption would be applicable. However, 





™ See text at footnote 46 and at foot- “52 Stat. 1050 (1938), 21 USC Sec. 
note 53. 352(e) (1946). 
* See text at footnote 53. 
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such a view would not accord with the dictum of the Sullivan case.” 
Nor would it be in accord with the scheme of Section 301, since 


as 


Sections 301(c) and (k) would then be superfluous.’ 

It is more reasonable to assume that the reference to Paragraph 
(b) was placed in Clause (4) either by mistake or to take care of 
some interpretation that might later be handed down by the courts 
To use such a reference, however, may lead courts to misconstrue 
other immunizing clauses, opening a loophole that Congress intended 
to close,** and to misconstrue prohibited-act sections, imposing lia- 
bility where none was intended. 

Those are some of the questions raised by Clause (4). Attention 
should be directed, however, to its possibilities for value. To deter- 
mine this, it is necessary to examine the prerequisites to claiming 


immunity, and its significance in practice. 


Prerequisites to Claiming Immunity Under Clause (4).—The first 
requirement for immunity under Clause (4) is that the drug or device 
must have been “received in interstate commerce.” The problems 
raised by this requirement have been discussed above." It is re 
peated that the requirement probably restricts the applicability of 
the clause to drugs received from out of the state. Such drugs are 
a small percentage of those sold by retail pharmacists. 

The second requirement is that the drug be one “to which neither 
section 503(a) nor section 503(b)(1) is applicable.” Pharmacists 
rarely, if ever, receive drugs subject to Section 503(a), and if they 
did, that fact would be obvious and this requirement would not 


present any problem in identification. However, it is not so easy to 


determine if a product is subject to Section 503(b)(1). Under that 


section a drug for use by man may not be sold over the counter if it 
is a habit-forming drug subject to Section 502(d)'™ or if it is a drug 


" See text at footnote 55. ditional exemption under regulations from 

*“ Paragraphs (a), (b), (c) and (k) of labeling and packing requirements for 
Sec. 301 are arranged in order of inter- drugs and devices to be processed, labeled 
state shipment. Paragraph (a) covers the or repacked in substantial quantities at 
introduction and delivery for introduction establishments other than where they were 
into interstate commerce: (b) covers acts originally processed or packed One of 
while the goods are in interstate com- the conditions prescribed by regulations 
merce; (c) and (k) cover acts after receipt for exemption is that the shipper obtain 
of the goods If a retail sale is covered a signed agreement from the receiver to 
by paragraph (b), both (c) and (Kk) are insure proper handling after receipt of the 
sup?rfluous. goods covered by the agreement See 

” See text at footnote 53 21 C. F. R. Sec. 1.107 (1949) 

52 Stat. 1051 (1938), 21 USC Sec m 52 Stat. 1050 (1938), 21 USC Sec 
353(a) (1946). The section provides a con- 352(d) (1946) 
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that is not safe for use except under the supervision of a qualified 
practitioner or if it is limited by its new drug application to such use. 
The definition of “prescription drugs” in Section 503(b)(1) has been 
called an “objective” standard.’ Yet it is one upon which differing 
conclusions could be reached by reasonable men. Be that as it may, 
the burden is on the pharmacist to make a conclusion that will stand 
in court. Of course, the label placed on the product by the manu- 


facturer may furnish a guide and is persuasive, but such a label does 


not relieve the pharmacist of the burden. In practice, pharmacists 
rely heavily—if not solely—upon the manufacturer’s label. Since 


pharmacists had been led to believe that protection was afforded by 
such practice, Mr. George Larrick, in the Senate hearings on the 
amendment, pointed out that a “probable mischief” in this part of the 
Clause (4) exemption is that it “will tend to confuse retail druggists and 


lead them to expect greater exemption than the language confers.” *° 


The third requirement is that the delivery or proffer be “made 
in good faith.” Again, since the problem in such a requirement lies 


principally m the question of proof, it is discussed with that problem. 


The fourth requirement is that the labeling at the time of delivery 
or proffer contain “the same directions for use and warning state- 
ments as were contained in the labeling at the time of such receipt 
of such article.” This furnishes no undue burden when the product 
is sold in the same container as it was received. However, the intent 
was also to provide immunity when drugs are repackaged by the 
pharmacist. In such cases, the general practice has always been to 
place a store label giving scant information on the new package, 
and this practice has not changed appreciably since the amendment. 
Frequently, only the name of the product is stated on the store label 
For Cough,” “For 


_ = 


and, quite often, only the use is stated, such as 
Skin Rash,” etc. The practice is established and, unless a printed 
label is used, the label on the repackaged drug rarely repeats the 
same directions and warnings as are on the original package. In fact, 
to do so by typing would require a label far larger, in most instances, 
than the container. Yet unless “the same directions for use and warn- 


ing statements” are used, no protection is afforded under Clause (4). 


“2 The term was first used in the state- throughout the hearings in the House and 


ment of Mr. Charles Wesley Dunn in Senate. 
House hearings, cited at footnote 82, at 18 See Senate hearings, cited at footnote 
p. 76, and thereafter was used frequently 82, at p. 156. 
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The result is that even though the drug may have been ordered from 
out of the state, it is doubtful if it would pass the labeling test. 

But even if the tests of interstate receipt and identical labeling 
are met, a fifth requirement stands ready to destroy immunity. It ts 
that the directions and warnings must not cause the product to be 
in violation of other provisions of Section 502.°% Clause (4) offers 


immunity only for violations of Section 502(f). If there is a violation 


of other subsections of Section 502, no immunity is afforded. For 
instance, no immunity is given to violations stemming from Section 
502(a).*°° If the directions or warnings are not adequate, the labeling 
may very well be “false or misleading,” and in violation of Section 
502(a),*°* though no penalty could be enforced for the violation of 
Section 502(f). Subsection (j) of Section 502° states that a drug 
shall be deemed to be misbranded “if it is dangerous to health when 
used in the dosage, or with the frequency or duration prescribed, 
recommended, or suggested in the labeling.” It, too, could be vio 
The only pro 


os 


lated through inadequate directions or warnings.’ 
tection afforded the pharmacist is the forcing of the government to 
be cautious in choosing the part of Section 502 under which it will 
prosecute. 


The loophoje in Clause (1) is present in Clause (4) It is not 
required that the person from whom the merchandise was received 
be a resident of the United States. Again, if the merchandise was 
obtained by the retailer from a foreign source, both the supplier and 
the retailer will escape criminal prosecution. Since the seizure and 
injunction provisions are not particularly effective in regulating 
localized activities, sporadic importations of sporadically misbranded 
products could well escape penalty, and public protection could be 
thereby defeated. 

In the final analysis, Clause (4) only protects those ~vho would 
go to extremes in practice, with the end in mind of claiming immunity 
from criminal penalties. Since this clause creates such loopholes and 
contradictions, and affords such little relief to honest persons, it is 


452 Stat. 1050 (1938), 21 USC Sec. 352 ORTS { 7206, 192 F. (2d) 62 (CA-9, 1951) 
(1946) U. 8. v. 62 Packages of Marmola Prescrip 

™ For discussion of the interrelation of tion Tablets, 142 F. (2d) 107 (CCA-7) 
Secs. 502(a), (f) and (j), see Williams, cert. den., 323 U. S. 731 (1944). 
‘‘Exemption from the Requirement of Ade- m52 Stat. 1051 (1938), 21 USC Sec 
quate Directions for Use in the Labeling 352(j) (1946) 
of Drugs,"” 2 FOOD DRUG COSMETIC 8 Cf, cases cited at footnote 106, and 
LAW QUARTERLY 155, 158 (1947). U. 8. v. Six Dozen Bottles of “Dr. Peters 

mcf. U. 8. v. El-O-Pathic Pharmacy, Kuriko,”’ 158 F. (2d) 667 (CCA-7, 1947) 
CCH FOOD DRUG COSMETIC LAW RE- ® See text at footnote 77 
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difficult to see good reason for its present form. Again, the result 
of a lack of basic policy objective in the Act’s regulation of retail 


pharmacy is apparent. 


Pleading and Proof of Exceptions 

Statutory exceptions from criminal liability raise problems of 
pleading and proof." The Federal Food, Drug, and Cosmetic Act 
lists the actions prohibited by the statute in Section 301, provides 
penalties for the commission or causing of such acts in Sections 
303(a) and (b), and provides for exemptions from those penalties in 
Section 303(c). 
necessary for an indictment or information under the Act to negative 
(2) Which party has the 


The questions now to be considered are: (1) Is it 


exceptions contained in Section 303(c)? 
burden of proof, at the trial, to establish or negative exceptions con- 


tained in that section? 


Pleading Question.—The question of insufficiency of an indict 
ment or information poses no great problem at the trial level since 
if the pleading is objected to and found to be insufficient, it may be 
HLlowever, it may become acute upon appeal where it may 
For this 


amended. 


result in reversal of a conviction. ‘eason, it is necessary 


to examine whether an indictment or information ‘must negative 
exemptions from liability. Some statutes specifically state that the 
government need not negative any exemptions from liability,’"' but 
when a statute, such as the Federal Food, Drug, and Cosmetic Act, 
contains no such statement, the necessity of negativing exceptions 
must be determined by applying tests laid down in U. S. v. Cook '” 
and McKelvey v. U. $3" 

The Cook case held that an exception must be negatived, though 
contained in a subsequent section of the statute, if it is so incorpo 
rated with the words defining the offense as to make it impossible 
to frame the statutory charge with accuracy and certainty without 
an allegation showing that the accused was not within the exception. 
Since the legislative history of the Act shows that Congress did not 
intend “innocent dealers” to be subject to penalty,'’* it may be argued 


Food and Drugs (Milk, Dairies and Arti- 





™ An extensive discussion of these prob- 
lems is found in the annotation ‘‘Burden 
of averment and proof as to exception in 
criminal statute on which the prosecution 
is based,’’ 153 A. L. R. 1218 (1944). 

™ See, for example, Harrison Anti-Nar- 
cotic Act, 26 USC Sec. 3224(c): English 


ficial Cream) Act, 1950, 14 Geo. 6, Chap 
35, Part II, Sec. 13 

"217 Wall. 168 (U. S., 1872) 

18 260 U. S. 353 (1922) 

™4#See footnote 62; S. Rept. No. 493, 


73d Cong., 2d Sess. (1934) 
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that bad faith is a necessary element in any prohibited act with which 
they may be charged. Such a view would lead to the conclusion that 
the escapes provided for innocent receivers in Section 303(c) would 
have to be negatived in indictments or informations against persons 
who are charged with having committed or caused a prohibited act 
after receipt of goods from interstate shipment.'’® 


The disadvantage to the government would be that it would 
have to anticipate defenses that might never be claimed. Though it 
certainly might seem that Congress would more than hesitate to 
punish innocent dealers in goods that prove to be adulterated or 
misbranded, there are sound arguments against the conclusion that 
bad faith is to be treated as an ingredient of dealer offenses. The 
legislative history shows that the exemptions in Section 303(c) were 
placed there for two purposes, only one of which was to protect 
innocent dealers—the other being to aid in fixing responsibility upon 
guilty shippers.'** If it had been intended that bad faith be an element 
of dealer offenses and that a further defense be allowed for those 
who cooperate by divulging the name and address of the shipper, 
bad faith presumably would have been stated in the various pro 
hibited-act sections applicable to dealers, and the cooperation require 
ments would not be coupled with a good-faith requirement in Section 
303(c). Instead, both good faith and cooperation are required in 
Section 303(c), which indicates that both are to be treated as 
defensive matter. Further, prohibited-acts subsections (a), (b), (c), 
(d) and (k) of Section 301 are full and complete, and need no qualify 
ing statements to define those offenses. This test of the McKelvey 
case bolsters the conclusion that the exceptions of Section 303(c) 
need not be negatived. There the Court said: 

an indictment or other pleading founded on a general provision defining 


the elements of an offense . . . need not negative the matter of an exception 


made by a proviso or other distinct clause, whether in the same section or 


elsewhere ar 


When both tests are applied and the make-up of the Act is 
considered, it seems clear that Section 303(c) states purely defensive 


™éS. Rept. No. 493, 73d Cong., 2d Sess 
and in which a negative averment of a (1934) 
statutory exception was required in the ™ For cases arising under other statutes 
information or indictment, see, for ex- and applying this rule, see, for example 
ample, U. 8. v. Britton, 107 U. S. 655 Frederick v. U. 8., 163 F. (2d) 536 (CCA-9) 
(1882) Hale v. U. 8., 89 F. (2d) 578 cert. den., 332 U. S. T75 (1947); U. 8. wv. 
(CCA-4, 1937) U. 8. v. Waters, 73 F Van Den Berg, 139 F. (2d) 654 (CCA-7 
Supp. 72 (DC D. C., 1947); U. 8. v. Illig, 1944): Green, Moore 4 Company, et al. v 
282 F. 939 (DC Pa., 1920); U. 8. v. Wood, U. 8., 19 F. (2d) 130 (CCA-5, 1927) 
168 F. 438 (DC N. J., 1909) 





PAGE 468 FOOD DRUG COSMETIC LAW JOURNAL—AuGusT, 1954 


matter, and in no part does it more fully define the elements of 
offenses under Section 301. That being the case, no exception con- 
tained in Section 303(c) need be negatived in an indictment or infor- 


mation under the Act.?'® 


Proof Problem.—Some courts, in holding valid a pleading that 
failed to negative an exception, go further and say that the burden 
is on the accused to establish the exception."*® However, to decide 
the question of pleading does not necessarily decide who has the 
burden of proof or the extent of that burden. There are two burdens 
embraced in a criminal prosecution in which an exception from lia 
bility is involved: (1) the burden of proving guilt beyond a reason- 
able doubt and (2) the burden of going forward with the evidence.'”° 
The former never shifts from the government.’** The burden of 
going forward with the evidence may shift.’**? By identifying this 
latter burden with the pleading question, the courts, in their dicta, 
have used a different rule than that indicated by the hypothesis of 
Morrison v. California.**® There Mr. Justice Cardozo was faced with 
a state statute shifting to the defendant the burden of proving citizen- 
ship once the state merely had alleged alienage and had alleged and 
proved possession of realty. He said, in holding the statute uncon- 
stitutional : 


For the transfer of the burden, experience must teach that the evidence 
held to be inculpatory has at least a sinister significance . . . or if this at 
times be lacking, there must be in any event a manifest disparity in convenience 
of proof and opportunity for knowledge. . . . No such probability of wrong- 
doing grows out of the naked fact of use or occupation as to awaken a belief 
that the user or occupier is guilty if he fails to come forward with excuse or 
explanation. 


If such a burden cannot be created by statute, certainly it cannot 


be created by implication by a court in deciding whether an indict- 


ment need negative a particular statutory exception. In Williams 7 


“8 Another factor frequently considered Old Grand-Dad Whiskey v. U. 8., 158 F 
by the courts to determine if an exception (2d) 34, 36 (CCA-10, 1946), cert. den., 
need be negatived in the indictment or 330 U. S. 828 (1947): Walker v. U. 8., 
information is stated in Williams v. U. 8., 79 F. (2d) 269, 271 (CCA-8, 1935): Green, 
138 F. (2d) 81, 82 (CCA D. C., 1943): ‘In Moore & Company v. U. 8., cited at foot- 
a situation where the facts relating to the note 117, at p. 131 (CCA-5, 1927) 
exception are difficult for the state to 2° See Wigmore, Evidence (3d Ed.. 1940), 
obtain and are at the same time peculiarly Secs. 2483, and following. 
within the knowledge of the defendants, 121 Davis v. U. 8., 160 U. S. 469 (1895); 
the exception is usually considered as a see Wigmore, Evidence (3d Ed., 1940), 
defense or justification and not as part of 1 Sec. 2489. 
the description of the offense itself."’ 12 See Wigmore, Evidence (3d Ed., 1940), 
1° See, for example, case cited at foot- Sec. 2489. 
note 113, at p. 357 (1922); Seven. Fifths 123 291 U. S. 82 (1934). 
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U. S.,*** Cardozo’s tests were applied in a case involving a statutory 
exception.’*®> An antiabortion statute provided an exception from 
liability if the abortion was necessary to preserve health. The indict- 
ment negatived the exception, but no evidence was offered by the 
government in support of its negative averment and none concerning 
it was offered by the defendants. The Court of Appeals for the 
District of Columbia found that the tests of “sinister significance” 
of the facts and “disparity in convenience of proof” of the exception 
were sufficiently met to place on the defendants the burden of going 
forward with evidence of exceptive facts. It should be particularly 
noted that this burden was placed on the accused though the govern- 
ment had negatived the exception in its pleading. 

Thus, the Williams case correctly applied the Morrison rule with 
out regard to the pleading question. In determining whether a burden 
of introducing exceptive facts will shift to the accused in the course 
of a trial, the following tests should be applied: (1) as to whether 
the facts proved by the prosecution are of a sinister significance or, 
in the absence of such, (2) as to whether there is a manifest disparity 
in convenience of proof or opportunity for knowledge of exceptive 
facts. 

The “sinister significance” test, when applied to prosecutions 
under the Federal Food, Drug, and Cosmetic Act, proves to be a 
chameleon casting varying hues when viewed against different back 
grounds. As previously noted, a pharmacist may easily violate 
several of the prohibited-act sections without any evil intent or even 
negligence. His actions may be in the utmost good faith and in the 
course of everyday dealings that are well-accepted business practices. 
The Supreme Court, in U. S. v. Dotterweich,** recognized that the 
Act places a “burden of acting at hazard” upon innocent persons 
“standing in a responsible relation to a public danger.” ***? On the 
other hand, some violations may give rise to sinister implications 
In the Senate hearings on the Durham-Humphrey Amendment,’ 
Mr. George Larrick pointed out that the files of the Food and Drug 
Administration contain many tragic examples of injuries and deaths 
caused by the sale without prescription of potent drugs. If a pharma 
cist, in the handling and sale of dangerous drugs, acts without regard 


1% Case cited at footnote 18. 1% Cited at footnote 50. 

5 In Frederick v. U. 8., cited at foot- = Cited at footnote 50, at p. 281 
note 117, the rule was likewise applied 1% Senate hearings, cited at footnote 82 
where a statutory exception was involved 
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for health or life, his acts are as sinister as the abortionists’ in the 
Williams case. Therefore, since violations of the Act will vary in the 
degree of culpability involved, the question of whether the evidence 
held to be inculpatory has a sinister significance depends on the facts 
of each case.'*® 

The other test of the Morrison case is the “manifest disparity 
in convenience of proof and opportunity for knowledge.” Applying 
this test to the escape provisions of Section 303(c) leads to the con- 
clusion that the burden of going forward with the evidence may be 
placed on the defendant regarding some, but not all, of the matters 
stated in that section. Clause (1) of Section 303(c) lists three major 
prerequisites for immunity: receipt in interstate commerce, delivery 
or proffer, and good faith. The receipt and delivery or proffer are 
part of the government’s case in establishing the commission or 
causing of the prohibited act. Therefore, those elements must neces 
sarily be proved by the prosecution, and no duty can devolve upon 


the defendant to go forward with such proof. 


Good faith, however, is a state of mind known only to the 
accused, and external facts indicating its presence or absence are 
more readily available to the defendant than to the prosecution. 
If, then, a dealer wishes to rely upon the Clause (1) exemption, he 
should be required to introduce evidence of his good faith. Clause (1) 
indicates that immunity will, at that point, be afforded “unless” he 
has refused to furnish certain information on request. This cooperation 
proviso reads like an exception to an exception, and indicates that 
the burden of going forward with evidence of lack of cooperation 


is upon the government. If the defendant did refuse information 


requested by government agents, that fact is as much within the 


knowledge of the government as it is within the knowledge of the 
defendant. Since there is no manifest disparity in opportunity for 
knowledge, there could be no justification in placing the burden of 
introducing evidence of lack of refusal upon the accused. Both the 
wording of the statute and the application of the Morrison test 
indicate that the burden is on the government to show a refusal in 
order to remove the Clause (1) immunity once a defendant has intro- 
duced evidence of good faith that is sufficient to raise a reasonable 


doubt in the mind of the jury. 





12% Cited at footnote 82, at p. 4. 
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The exemptions provided under Clauses (2) and (3) are clearer 
in stating the duty of the defendant in going forward with evidence 
of exceptive facts. These provisions state that immunity is afforded 
a person who has violated certain prohibited acts “if he establishes 
a guaranty” and has acted in good faith. (Italics supplied.) Both 
matters are peculiarly within the knowledge of the defendant. There- 
fore, both the wording of the statute and the test of the Morrison 
case reveal that the defendant must come forward with evidence of 
a guaranty and of his good faith. 

Under the Clause (4) exemption, immunity is afforded if the 
delivery or proffer of the violative article was made in good faith 
and the labeling of the article contained the same directions and 
warnings as were contained in the article received. Clause (4) does 
not preface its identical-labeling requirement with “unless,” as is 
found in the cooperation requirement of Clause (1). The conjunctive 
“and” is used instead. Since the only protection afforded by Clause 
(4) stems from violations of Section 502(f) and since the government 
will necessarily have to produce the labeling on the article sold in 
order to make out a violation of that section, the only other evidence 
that the defendant would have to introduce would be the labeling 
on the article received. Since only the defendant can identify the 
package from which the drug was dispensed, there is—in his favor 

a manifest disparity in the convenience of proving the labeling on 
the package received. Therefore, to claim immunity under Clause (4), 
the defendant should be required to introduce evidence of his good 
faith and of the labeling on the article received. 

It should be noted that the duty on the defendant in any case 
where he wishes to come under an exemption provided by the Act 
is merely to come forward with evidence “which with or without 
other evidence is sufficient to create a reasonable doubt of guilt.” 
(Italics supplied.) *° The defendant need not prove the excepting 
facts by a preponderance of the evidence. It would be error for a 
court to charge the jury that exceptive facts must be proved before 
they can be accepted.'"' The charge should be that if, on the whole 
evidence, including that offered by both sides, the jury has a reason 
able doubt as to guilt, the defendant is entitled to an acquittal of 
the specific offense charged.’** Thus, the threat to adequate enforce 


%” Cited at footnote 118, at p. 84 2 See footnote 131 
% Case cited at footnote 121; Post v 
U. 8., 135 F. 1 (CCA-5, 1905) 
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ment inherent in good-faith exemptions is still present. Good faith 
is easy to state and hard to refute. 


Dealers who would take the care to qualify for immunity under 
Section 303(c) might, by presenting a false front as to their good 
faith, escape penalty—thereby defeating proper public protection and 
creating serious competitive evils. Though only a fringe of pharma- 
cists would stoop to such low practices, a potential danger is present 


in that small group. 


Conclusion 
A clear statutory expression of the pharmacist’s duty to the 
public should be formulated.** If it is felt that a strict liability 
should be placed upon him, it should be done explicitly and without 
hedging exemptions. If it is felt that a lesser standard of responsi- 
bility is adequate, that, too, should be provided for without creating 
loopholes for the unscrupulous or traps for the unwary. 


Section 303(c) of the Federal Food, Drug, and Cosmetic Act 
creates both loopholes and traps. The unscrupulous may, by care- 
fully traveling within its frontiers, run amuck. The honest business- 


man, in his day-to-day operations according to accepted business 
methods, receives little protection. This situation creates a potential 
for difficulties in enforcement and for competitive evils. [The End] 


© PRICE DISCRIMINATION—BAKERY GOODS * 


\ Federal Trade Commission hearing examiner has issued an order 
granting a motion to amend the complaint against a manufacturer of 
bakery goods, for “clarification” purposes, so as to make plain that the 
price discriminations charged involve purchasers “who compete.” The 
examiner denied the manufacturer's motion to dismiss, which was based 
in part on the fact that the complaint did not contain such an allegation. 

Counsel supporting the complaint had asked the examiner to certify 
the proceeding to the Commission for the purpose of amending the 
complaint. But the examiner ruled that since the matter is not “one 
of substance requiring action by the Commission,” but merely involves 
a “clarification of the complaint . . . which does not change in any 
material respect the original cause of action,” he is authorized to order 
the amendment. The examiner expressed the opinion that the complaint 
as it now stands is “legally sufficient” without the insertion of the addi- 
tional words. (Released August 3, 1954.)—CCH Trane RecGuLation 
Reports { 
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The Food and Drug Laws 
and the Citrus Industry 


By DONALD R. THOMPSON 


This Is the Address Which the Author Presented Before the Public Conference 
on the Food and Drug Law, Held in Los Angeles, on May 15, 1954. Mr. 
Williams Is the Manager of the Products Department of Sunkist Growers 


2 biviengd GROWERS has an interesting history going back to 1893 
when, believe it or not, there was overproduction—a familiar word 
in agriculture today—in oranges and lemons. During these 61 years it 
has been regarded as the outstanding.example of a grower-owned 
cooperative marketing organization, and the name Sunkist has come 
to be the best-known trade-mark in the fruit and produce business. 
Some 14,500 citrus growers of California and Arizona have spent $75 
million since 1908 to advertise Sunkist oranges, lemons and grapefruit 
and, more recently, Sunkist frozen and canned juice products. In 
1953, Sunkist sold $172 million worth of these fruits and juices in the 
United States and throughout the world. Of this total, 76 per cent 
was derived from the sale of fresh fruit. The spirit and policy of 
innovation both in product and marketing have been vital factors in 
the “Sunkist story.” For example, the idea of drinking the juice of 
several oranges each day to provide the necessary amount of Vitamin C 
for good health and to furnish other food values, as well as refresh 


ment and enjoyment, was originated by Sunkist in 1916. 


The products department of Sunkist Growers was established as 
the sales organization for products produced from the surplus oranges, 
lemons and grapefruit of its grower-members some 25 years ago. The 
products are produced by two affiliated corporations, The Exchange 
Orange Products Company and Exchange Lemon Products Company, 
and are classified in two general groups—industrial products and con 
sumer products. The industrial products include concentrated juices, 
bottlers’ soft-drink concentrates, essential oils, pectin, citric acid, dried 
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pulp for cattle feeding, and some very interesting pharmaceutical 
products. All of us are familiar with Du Pont’s slogan “Better Things 
for Better Living through Chemistry.” That statement is particularly 
applicable also to the Sunkist citrus-products business because our 
processing involves careful and, oftentimes, intricate chemical pro- 
cedures with the consumer constantly in mind, that is, his health and 
his economic interest in being able to buy citrus-fruit products at rea 
sonable prices, packaged and labeled in such a way that he is not misled. 


Strong Food and Drug Law Advocated 


In the consumer-goods category there are at present 12 Sunkist 
frozen, canned and bottled juices which are sold through the 376,000 
food stores of the Nation. All are processed to precise specifications 
established by Sunkist which, in some instances, are more rigid and 
exacting than the accepted gtade standards of the industry. From a 
dollar-volume-of-sales standpoint, industrial and consumer products 
are of about equal importance, at the present time, in Sunkist’s citrus 
products activities. As producers of both food products and ingredi 
ents for food products sold to manufacturers, we have always advocated 
a strong food and drug law soundly administered and adequately 
enforced both for the protection of the consumer and for the mainte 
nance of high standards of quality in the industry. The Federal Food 
and Drug Act of 1906, the Federal Food, Drug, and Cosmetic Act of 
1938 and the food laws of the states have had a most beneficial and 
valuable influence on the development of the citrus business at both 
local and national levels. Furthermore, the industry has a moral and 
practical interest in promoting and safeguarding the health and wel 
fare of the consumer, realizing that when the food laws are uniform 
and properly enforced there is a good measure of protection from unfair 
competition resulting from the distribution of debased or fraudulent 
products. 

As indicated previously, the distribution and sale of fresh oranges, 
lemons and grapefruit are the principal Sunkist activities. These citrus 
fruits are natural products of agriculture which are moved unaltered 
and unchanged from the groves to the consumer. Paul S. Armstrong, 
general manager of Sunkist Growers, has stated very appropriately 
the importance of the food and drug laws to our business: “Both as 
citizens and as producers and distributors of a major fruit crop, Sunkist 
Growers applaud the high purpose of Food and Drug laws and regula- 
tions. We shall support in every way the fair administration of these laws.” 
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If all foods were supplied to the ultimate consumer in the form 
of the raw agricultural commodity, the regulations and their enforce 
ment would be difficult enough. In that instance we in the citrus 
business would be spared many of the problems of the deciduous fruit 
grower and the vegetable producer because the durable protective skin 
of citrus fruits is never eaten in the raw state and affords ample pro 
tection to the edible part of the fruit itself. However, with all the many 
variations of forms and kinds of preparation, compounding and blend 
ing that the consuming public desires and demands, the problems of 
manufacturing, advertising and selling are multiplied many times. To 
an even greater degree this is true of the problems of food law enforce 
ment for the protection of the public. Certainly, the producers of the 
crops which are starting materials for the production of all foods will 
and should be ever thankful for the basic principles being constantly 


applied and enforced by the food-law enforcement agencies, both fed 


eral and state. 


Complex Problems Encountered 


Sunkist recognizes the importance of this necessary alliance of 
the agricultural producer, those who promulgate food-law legislation, 
and food-law enforcement agencies for the long-range mutual good of 
producers and consumers. We realize also the continuing need of 
standardization and improvement of methods along the course from 
farm or orchard to factory to warehouses to food stores, and of the 
importance of food-law enforcement at each particular stage of this 
distribution process, We have been very much aware of the complex 
ities of these problems because of our extensive marketing activities in 
many of the related subdivisions of the food industries, such as the 
flavoring and extract groups, jam and jelly manufacturers, confec 
tioners, the bakery trade, dairies and ice-cream producers, soft-drink 
bottlers, pharmaceutical manufacturers, other grocery manufacturing 
groups and the stock-feed business. While some of the many products 
derived from citrus fruit have uses in other fields, it will be evident 
that practically all of them enter into products of the food industries 
As a consequence, we have been close to the problems encountered in 
the conversion from the raw agricultural commodity to intermediate 
and finished prepared foods, so in this respect we are talking not about 
some small part of the citrus business, but about the national produc- 
tion of all areas, of about one half of the citrus crop which is purchased 


as pre cessed pre ducts. 
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Suggestions for the improvement of the prompt evaluation and 
the solution of food problems will come from no one source exclu- 
sively, whether it be the grower, the manufacturer, the distributor, the 
food-law enforcement agency or the consumer. We should hope that 
the experiences of all these groups will constantly bring forth valuable 
suggestions and, therefore, we are not at all reticent in speaking briefly 
about one of our own suggestions which, I believe, will serve to illus- 
trate a need concerned with certain basic principles common to the 
food business in the channels of conversion and distribution. 

The agricultural chemical industry in cooperation with state and 
federal experiment stations all over the country, departments of agri- 
culture, growers’ organizations, trade associations, chemical manufac- 
turers and others has made great progress in the use of agricultural 
chemicals, such as pesticides. There is only one purpose motivating 
these commendable efforts and that is to effect improvement of quality 
and quantity of crops, thereby enhancing the economic situation for all 
concerned and for the consuming public. Incidental to this gratifying 
progress is the necessity of carefully selecting and controlling these 
chemicals, and their use and subsequent removal, so that the inevitable 
residues of these pesticides on or in food are such as to involve no 
hazard because of their toxicity. As is well known, past and future 


plans in such instances call for the establishment at safe levels of toler- 


ances for the pesticide residues unavoidably present. Such tolerances 
have been expressed as parts per million, or as grains of the residual 
chemical per pound, of fresh weight of the raw agricultural commodity. 

This manner of expressing tolerances has been generally satisfac- 
tory in the past when the natural form of the commodity was the form 
most commonly used by the consuming public, but times have changed 
in the food business as we in the citrus industry well know. In these 
days when there is so much emphasis on convenience afforded by pre- 
pared foods, concentrated citrus juices are sold in ever-increasing 
volume ; diluted juices in the form of ready-to-drink beverages, such as 
orangeade and lemonade, are increasing greatly in popularity and con- 
sumer acceptance; and liquid pectins and powdered pectins, flavoring 
oils, extracts and emulsions are in wide use, to mention only a few 
types of products or derivatives of the original agricultural commodity. 
Careful examination of the basic principles of nutrition, of food tech- 
nology and of eating habits has convinced us and many others that no 
alteration of the inherent safety of a given product accrues from the 
addition or subtraction of water by the manufacturer of the food 
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product. This is a fundamental concept which can be and has been 
well supported with actual examples. It is our proposal, therefore, 
that once a safe tolerance for pesticide residue has been established for 
the raw agricultural commodity, this tolerance be converted and ex- 
pressed as parts per million of the particular pesticide involved, based 
on the nonaqueous or dry-matter content of the commodity. We 
propose further that this tolerance, when so expressed! become the 
tolerance applicable to the commodity and to its derivatives, such as 
the products made from citrus fruits as mentioned previously. 

The proposal permits of a minimum of legislation to control 
safely the greater proportion by far of food processing of the country. 
It permits in regulatory and enforcement work much less effort to 
accomplish much greater benefits. It would eliminate much confusion 
and uncertainty which the conscientious food processor now experi- 
ences. It would prevent irresponsible processors from avoiding the 
underlying purpose of tolerances which is to afford the consuming pub- 
lic economy, quality and safety of its food supply. 

Modern rapid and precise methods of determination of moisture 
content make this proposal simple of technical accomplishment. 
Furthermore, the technical-legal significance of samples for official 
testing would be enhanced greatly because moisture losses would not 
affect the conclusions. Our philosophy in connection with matters of 
this kind is best illustrated by paraphrasing a statement attributed to 
Abraham Lincoln—he has the right to suggest and to propose who has 


the heart to help. 


We of Sunkist regard highly the advantages afforded the fooa 


industry of informal discussions with representatives of the Food and 


Drug Administration whose cooperation we have always appreciated 
and whose opinions we have always respected, as contrasted with 
strictly legal hearings. The recent enactment of the Hale bill, in our 
opinion, is a significant accomplishment in the right direction by 
omission of the need for exhaustive, and often costly, hearings govern 
ing the establishment of food standards, at least in connection with 
noncontroversial matters. 

So often in public statements we hear richly deserved praise of the 
American way of life expressed in terms of physical comforts, such 
as central heating, sanitary facilities, telephones or motor cars, but 
there are other ingredients contributing to the higher levels of living 
standards which are far more dimensional. Without attempting to 
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enumerate all of them, let us think of just one, and then briefly discuss 
its meaning in the sense of human welfare. The one to which I refer is 
nutrition in all of its social and economical manifestations. We are 
blessed with a productive land, but so are many peoples. From the 
most primitive techniques we have advanced to a most efficient plane 
of agricultural production. We are a well-fed Nation—some would 


say too well fed. 


Grants for Scientific Research 


Sunkist and the citrus industry owe their present vitality to mod 
ern nutrition concepts, and trace the beginning of their commercial 
progress to nutrition research. Were it not for nutrition awareness on 
the part of scientists and for the public interest it has aroused, citrus 
would still be considered a luxury, as it was in the decade or so after 
the turn of the century. Because our growers realized that nutrition 
benefits were the only means by which citrus would be established as 
a part of the regular dietary, they made their first grant to a university 
in 1921. Sunkist thus became one of the very earliest commercial 


enterprises to support scientific nutrition research. Since then Sunkist 


has supported scores of projects, large and small, by grants of money, 
fellowships and other assistance. These have revealed important facts 
which, when directed to the public in advertising and exactingly pre- 
pared literature, have stimulated the consumption of citrus fruits and 
products through public enlightenment. Of greater importance than 
the work Sunkist has directly supported have been the investigations 
conducted independently by qualified individuals at renowned institutions. 


It should be made clear that at first the objective was the identifi- 
cation of the components of citrus. After that came their evaluation 
as elements in human nutrition. Other American enterprises had the 
same interests and followed the same procedures with the result that 
the work of one complemented the other. A modestly publicized 
example of the interest and support the American food industry has 
taken in nutrition development is the Nutrition Foundation, founded 
in 1941, Its objective is fundamental nutrition research and the devel 
opment of the public’s interest in nutrition. Members have no voice 
in the selection of projects to be sponsored by the foundation funds. 
Those decisions lie in the hands of eminent scientists. The roster of 
membership includes the Nation’s leading food producers and proces 
sors, of which Sunkist is pleased to be listed as a member. 





LAWS AND THE CITRUS INDUSTRY PAGE 479 


Today the consumer is better informed on the subject of nutrition 
than ever before, thanks to the teamwork of food officials, medical 
doctors, nutritionists, food editors and the agricultural industries. The 


minimum daily requirement of certain of these important vitamins 


established by the Food and Drug Administration has done much to 
acquaint the consumer with his continuing needs for the maintenance 
of good health. All of this work has contributed to the improved gen 
eral health of our 160-million population. Of course, there remains 
in this relatively new field some standardization yet to be accom- 
plished. For example, food and drug regulations specify that the 
minimum daily requirement of Vitamin C (ascorbic acid) is 30 milli 
grams while the National Research Council Food and Nutrition Board 
maintains that 75 milligrams are necessary for good health and well 
being. We recognize that these two recommendations serve somewhat 
different purposes—the one for labeling requirements and the other 
as a guide to nutritionists—but in this instance of Vitamin C, the diffe1 


ence is so great that it has caused confusion. 


The national distribution of food products frequently has to con 
tend with vexing problems that originate as a result of the variations 
of the state laws and regulations as between the states and the federal 
Act of 1938. For example, some states have defined certain food prod 
ucts in conflict with definitions promulgated in other states. Others 
have sought to enforce dictionary definitions that are neither prac 
ticable nor in the best interest of consumers. Some permit the addition 
of certain chemical preservatives with specified tolerances, while others 
do not. Some require label declarations that are different from the 
federal requirements and from those of other states. National dis 
tributors of food products find these situations confusing and expensive 
to resolve, and frequently consumers in one state are deprived of the 
advantages of convenient, economical, wholesome and nutritional prod 
ucts that may be available to consumers in other states. 

Several years after the adoption of the federal Act of 1938, the 
Association of Food and Drug Officials of the United States approved 
and endorsed a model act known as the Uniform State Food, Drug, 
and Cosmetic Bill. At present, some 29 states have seen fit to adopt it 
in whole or in part, and most of these have followed the federal regu 
lations in many particulars. That is very helpful! The reasons for the 
apparent apathy in some of the remaining states in adopting this uni 
form code are not entirely clear, but it is suspected that it may be due 
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largely to a lack of active and informed public interest. In spite of 
these problems where uniformity would be helpful, we acknowledge 
that food products available to us as consumers in the United States, 
and processed and distributed in accordance with present federal and 
state food laws, are unequaled in quality anywhere in the world. 


State regulation of fresh fruits and fruit products has been an 
important adjunct to the federal food and drug laws, and conflicts 
have been minimized by cooperation between the state and federal 
groups. We in the citrus business would advocate more uniformity 
between state and federal laws, realizing that complete uniformity 
probably can never be achieved. Our industry in California stands 
ready at all times to cooperate fully with federal and state food offi- 
cials in promulgating standards for citrus fruits and citrus fruit prod- 
ucts in the interests of the consumer and the grower. 


Export Business and International Understanding 


Sunkist sells and ships citrus fruits and citrus products to some 
55 foreign countries, and we have to deal constantly with the food and 
drug laws of those countries, where policies and attitudes often are 
much different from those in the United States. Sometimes, interpreta- 
tions of officials are perfunctory, and decisions can have obvious polit- 
ical implications, but we have obsei-ved recently a trend toward better 
international understanding relative to food and drug regulations 
accentuated, I am sure, by the leadership of the United States as a 
producer of more food than we can consume and in the world-wide 
distribution given to those substantial surpluses. Our food and drug 
laws are, and must continue to be, worthy of emulation. That obliga- 
tion puts upon all of us the responsibility of being progressive in food- 
law legislation and alert to changes which are sound and beneficial 
to all concerned. 


In conclusion, I want to thank Mr. Dunn and The Food Law 
Institute for the opportunity of discussing with you this afternoon 
these problems of mutual interest, also Dean Kingsley of the School 
of Law, University of Southern California, for the gracious hospitality 
extended by him and his associates. Working together, all of us can 
continue to accomplish much for the common good in food and drug 
legislation consistent always with the maintenance of the spirit of our 
free-enterprise system. [The End] 





Legislative Changes 


and Developments 


Canadian Law and Comment 


By R. E. CURRAN, Q. C. 


Federal Legislation 


The news of chief interest at the federal level respecting food and 
drugs is the action taken to bring into force on July 1, 1954, by proc- 
lamation of the Governor General in Council the new Food and Drugs 
Act (Chapter 38 of the Statutes of Canada, 1953). 

By Order in Council P. C. 1954-942, new regulations under the 
act were also made effective on July 1 and the former regulations were 
revoked. 

The text of the new regulations is available in Part 2 of the Canada 
Gazette of July 14, 1954. An office consolidation of the new act and the 
regulations with an explanatory foreword, a table of contents and an 
index will be available in the early fall. Information concerning this, 
including the subscription cost, can be secured from the Food and 
Drug Division of the Department of National Health and Welfare. 

Inasmuch as the regulations have been completely revised to be 
brought into conformity with the new act, it may be of interest to com 
ment on certain of their provisions. Limitation of space, of course, 
precludes other than the highlighting of certain of these regulations, 
and the text which will be available to anyone interested can be con 
sulted for a particular matter. 

Previous articles which have appeared in the JouRNAL have dis- 
cussed the new act from various points of view.’ Unless a particular 
regulation, therefore, requires reference to the act itself, this article 
will be confined wholly to a discussion of the new regulations. 





17 FOOD DRUG COSMETIC LAW JOUR- 
NAL 711 (1952): 8 FOOD DRUG COS- 
METIC LAW JOURNAL 570 (1953). 


481 





PAGE 482 FOOD DRUG COSMETIC LAW JOURNAL—AUGuSsT, 1954 


The purpose and the nature of the revision of the regulations was 
discussed in former articles in this series.*? It may be convenient, how- 
ever, to recapitulate very briefly the nature and the purpose of the 
revision to provide a background against which the comments on par 
ticular regulations or changes may be more readily understood and 
appreciated. While the subject of the regulations was not substantially 
changed, nevertheless all of the reguiations were critically examined 
with a view to their improvement, clarification and possible elimination. 
The regulations, moreover, when they had been so examined were sub- 
mitted to trade groups and interested associations for comment. Effect 
was, wherever possible, given to the views which were received, and 
the new regulations can be said to reflect the cooperation of industry 
with the administration. It is hoped the regulations will provide a 
satisfaciory set of working tools fer those who are concerned with 
meeting the needs, and with the protection, of the consuming public. 

The new regulations, as were the former regulations, are divided 
into various parts, each concerned with a special subject as follows: 
Part A—Administration, Part B—Foods, Part C—Drugs, Part D 
Vitamins, Part E—Cosmetics. 


Part A—General 

A number of matters of definition which were formerly included 
in Part A, but which applied to a food or to a drug only, have been 
removed from that part and transferred to the part to which they 
have special application. This is intended to shorten Part A and at 
the same time to provide a more convenient source of reference to 
those interested in their special subject. 

Part A therefore contains only those matters of interpretation, 
as well as other provisions, which are of general application to all of 
the regulations. 

Amongst the matters of general application which are contained 
in Part A are those relating to analysts and inspectors, importations, 
and procedure in connection with the taking of samples. 

Inspectors.—Section 22 of the act details the powers and duties 
of inspectors, and Section 24 authorizes regulations respecting such 


powers and duties, including the procedure on taking samples. Part A, 


containing these regulations, repeats certain of the former regulations, 
as well as makes provision for new matters. Amongst the new matters 





~?9 FOOD DRUG COSMETIC LAW JOUR- 
NAL 56 and 292 (1954). 





= ae 


eo 
a SES ee 


ee 


CANADIAN LAW AND COMMENT PAGE 483 


is the right of an inspector to take photographs of premises and articles. 
This right is, however, limited to the question of unsanitary conditions 
affecting premises and articles as dealt with in the act or the regula- 
tions. The limitations which are imposed are regarded as adequate to 
safeguard against any fear that photographs may be taken of things 
or conditions in plants which a manufacturer properly considers to 
be confidential or secret. Unless, therefore, the question of sanitation 
is related to the purpose of taking a photograph, the regulation would 
not purport to give to an inspector any right in that connection. 


The regulations in authorizing the taking of photographs do not, 
however, purport to give photographs so taken any preferred admis 
sibility in a judicial proceeding such as the act provides in the case 
of a certificate of analysis. The admissibility of such photographs in 
a judicial proceeding would be in accordance with the settled rules 
respecting photographs as evidence and liable therefore to the same 
rules as regards proof and the right of cross-examination as in the case 
of any other form of documentary evidence. 


As has been explained, the administrative policy in the depart- 
ment has been to bring about conformity with the requirements of 
the act and the regulations without reference to judicial proceedings, 
unless the latter cannot be avoided. While the use of photographs 
can be both illuminating and relevant in a judicial proceeding, it is 


expected that their chief use will lie in the administration of the pro 
visions of the act and the regulations as they pertain to insanitation 
and to assist in bringing about compliance, where needed, with those 


pre VISIONS. 


Sam pling.—Continuing on with the portion of Part A dealing with 
inspectors, there is made specific provision for the procedure to be 
followed in taking samples for analysis or examination. This pro- 
cedure, which was formerly contained partly in the act and partly in 
the regulations, was neither clear nor satisfactory. An attempt has 
now been made in the new regulations to deal with this subject in a 
way that will be both clear to all concerned and satisfactory to a 
vendor in enabling him to require that his point of view be taken 
into account by the inspector. 

In brief, the inspector in taking a sample for analysis or examina- 
tion is authorized to divide it into three parts, one of which he will 
leave with the vendor or, if in the inspector’s opinion such division 
would interfere with the analysis or the examination, he is authorized 
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to identify the entire quantity taken as the sample. In either of such 
cases, the vendor is given an opportunity to object to the inspector's 
decision at the time of the taking of the sample. If he does object 
either to division into three parts or to the identification of the whole 
quantity as the sample, he may require the inspector to follow both 
procedures. In such event, he must furnish the inspector with a 
sufficient quantity of the article of which a sample is being taken, to 
permit of both procedures being followed. 


Importation—The procedure for dealing with importations was 
formerly contained partly in the act and partly in the regulations. 
The new regulations as in the case of sampling deal wholly with the 
subject and attempt to provide a clear and satisfactory method of 
handling importations of foods, drugs, cosmetics and devices into Canada to 
insure compliance with the act and the regulations, but not thereby creating 
any unnecessary red tape or delays in the process. 

The regulations provide that a food, drug, cosmetic or device may 
not be admitted into Canada for use as such if it would, if sold in 
Canada, constitute a violation of the act or the regulations. This is, 
however, subject to a modifying provision in the regulations which 
authorizes the admission into Canada of articles which are in some 
respect in violation of the act or the regulations, for the purpose of 
relabeling or reconditioning to enable them to be brought into con- 
formity and thereafter to be sold. Such entry would be in accordance 
with written conditions laid down by the analyst and would be under 
the supervision of an inspector. It would permit of convenient dispo- 
sition of goods which can be brought into conformity with the act and 
the regulations with consequent convenience and saving of expense 
to the importer, as well as the shipper. Over and above this provision 
in the regulations, it has been the policy in the department, in the case 
of shipments which perhaps involve a very technical violation of the 
act or the regulations, to permit entry on condition that future ship- 
ments are brought into conformity. There is no reason to suppose 
that this practice which has proved very satisfactory in the past would 
not be continued. 


Part B—Foods 


This part deals wholly with foods, and in terms of its subject 
matter does not differ greatly from the former regulations. It, how- 
ever, incorporates some rearrangement of subject matter, as well as 


| 
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certain regulations which are new and possibly of sufficient interest 
to warrant special comment. 


Labeling.—Matters of interpretation are dealt with at the begin- 
ning of this part and the regulations then proceed to deal with label- 
ing. Provision is made to exempt from label declaration, as therein 
provided, the presence of certain ingredients, such as color and flavor, 
together with, for certain foods and classes of foods, a list of the in- 
gredients thereof. In the case of preservatives, Class I is not required 
to be declared and other preservatives are exempted as provided in the 
regulations which would, however, need to be referred to in this con- 
nection. It may be pointed out that Class IV preservatives are never 
exempted from label declaration nor is benzoic acid or its salts. 


Dietary Foods——The increasing number and prominence of ad- 
vertisements and claims for dietary foods or foods of low sodium or 
caloric content were considered to require special regulations with 
respect to the kind of claims that might be made, or the label infor- 
mation which should be given. 

It is now provided that where a statement or claim implying a 
special dietary use is made on the label of, or in any advertisement for, 
a food, the label shall state the type of diet for which the food was 
recommended. Either a claim implying a low sodium content or a 
claim which relates to the caloric value of a food must be accompanied 
by a declaration showing, in the case of the first, the sodium content in 
milligrams per 100 grams and, in the case of the latter, the caloric 
content in calories per 100 grams. 

The presence of saccharin or calcium salts or cyclohexyl sul 
phamic acid in a food must be declared by name and the label must 
bear a statement that the food should be used only on the advice of a 
physician. 

Effect of Standard.—It was frequently argued under the former 
regulations that the standards which were provided were minimum 
standards and therefore it was open to the manufacturer to add other 
ingredients or to increase the permissible proportion of any listed 
ingredient, so long as the purpose was to improve the quality of the food. 

The view which was held, however, by the administration was 
that, in the case of a standardized food, no such latitude was per- 
mitted, and the list of ingredients was both exclusive and exhaustive 
of the ingredients of the food. In order, however, to put this point 
wholly at rest, it is now provided by regulation that in the case of a 
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standardized food, only those ingredients named in the standard may 
be used. 


Adulteration and Misbranding—Although the difference in the 
treatment of adulteration and misbranding in the new act as com- 
pared with the former has been the subject of discussion on a number 
of occasions,’ a brief recapitulation of the changes in this connection 
may not be amiss. 

In the first place, the word “misbranding” has been wholly 
dropped, and the regulations as they are concerned with labels and 
with claims will either stand on their own feet or they will be identi- 
fied with the sections in the act which prohibit deceptive practices. 
Although the word “misbranding” has been dropped, it is felt that the 
provisions of the act and the regulations will deal more effectively with 
this subject than was the case under the former legislation. 

The former act provided in the case of a food that one which did 
not meet a standard was adulterated. It had a number of other pro- 
visions respecting adulteration, such as depreciation in quality, filth 
and injury, but the important provision as regards adulteration lay in 
that which decreed a standardized food to be adulterated if it differed 
from a standard. 

The new act in dealing with this subject makes express provision 
against the sale of a food that may be injurious, is filthy, was prepared 


under unsanitary conditions or is adulterated. It is the use of this 
word, as it is related to the regulations, that will be the subject of some 


brief comment. 

In addition to the section of the act which prohibits the sale of 
an adulterated food, it is provided by Section 24 that regulations may 
be made: 

declaring that any food or drug or class of food or drugs is adulterated 
if any prescribed substance or class of substances is present therein, or has been 
added thereto, or extracted or omitted therefrom. 

Adulteration, therefore, can have its dictionary meaning as well 
as a statutory meaning as may be provided by regulation, naming 
substances the addition or omission of which will adulterate a food. 

Use has been made of this authority in the regulations to set forth 
a list of substances the presence or addition of which will adulterate 
a food. These include mineral oil, paraffin wax, coumarin or synthetic 
sweetening agents, other than those which are referred to above. 
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Recognition is, however, given to the use of mineral oil in very 
small quantities if good manufacturing practice requires it, and to a 
paraffin wax base in chewing gum. The use only of these substances 
as provided in the regulations will not thereby adulterate the food. 

Subsequent regulations dealing respectively with meat, poultry 
and marine animal products add to the list of prescribed substances 
by prescribing such things as would be considered inedible at least 
from an aesthetic point of view and, except as specifically provided by 
regulation, the use of preservatives and color. 

Particular Foods.—The balance of Part B is divided into various 
divisions each of which deals with a particular food or class of food, 
such as alcoholic beverages, dairy products, grain and bakery products, 
jams, jellies, color, preservatives, flavor, meat, fish, poultry, etc. 

All of the changes which are made in the food portion of the 
regulations cannot be individually pointed out, but certain changes 
might be highlighted. 

Dairy Products—With the increasing use of vegetable oils in 
foods and the attempts that from time to time are made to use vegetable 
oils in dairy products, certain changes have been made to put the use 
of vegetable oils more clearly outside any debatable area. 

Milk fat is accordingly defined as being the fat of cows’ milk and 
it is provided by regulation that, save as expressly authorized, a dairy 
product is adulterated if it contains a fat other than milk fat. Provi 
sion is, however, made for the use of milk or milk fat other than that 
of cows’ milk, in the case of certain dairy products—as, for example, 
cheeses—as well as for the use of chocolate, nuts and other substances 
which may contain a fat in the manufacture of dairy products, such 
as ice cream and cheese. 

A previous article * described a number of prosecutions which 
had been successfully instituted arising out of the use of vegetable 
oil in butter which had been detected by the presence of amounts of 
tocopherol higher than would normally be found in butter. The regu 
lations setting a standard for butterfat accordingly fix a limitation for 
the tocopherol content. 

Cheese.-—The cheese regulations have been considerably simpli- 


fied and a table is provided for the fat content, on a dry basis, of cheese, 


in terms of classification as well as by specific name. The regulations 
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divide cheeses into those which are made from a pasteurized source and 
those which are not, and require the latter to be held under suitable 
conditions of storage and temperature for a period of not less than 
60 days before being sold for consumption. This latter requirement 
is one, of course, that is becoming better known and understood but is, 
nevertheless, most difficult of enforcement because its purpose is often 
insufficiently appreciated by many who either fail to understand its 
purpose or choose to ignore it as being needless interference with 
the cheesemakers'’ art. 

The education of this group, that these regulations rest wholly 
on grounds of health in attempting to avoid typhoid contamination or 
infection, is gradually gaining ground. It is hoped that eventually the 
regulations will meet with general respect on the part of all who are 
engaged in any part of the industry wherein the observance of the 
regulations becomes a responsibility. 

The regulations deal with cheese, either as whole-milk cheese or 
as skim-milk cheese. They do not recognize any intermediate classifi- 
cation where the fat content would be less than could be derived from 
whole milk, but more than would be the case from skim milk. 

Requests were received by the administration to set up an inter- 
mediate class which would permit of the sale of low- or medium-fat 
cheese containing 25 to 35 per cent fat. It was considered by the 
administration, and with the support of the industry as a whole, that 
this would create problems far beyond any practical benefit or value 
that the consumer could expect to derive from the establishment of 


such a standard. 


Poisonous or Harmful Substances——Division 15 recognizes the 
necessity to use, in connection with foods, certain chemicals or sub- 
stances which are harmful or poisonous. Without some appropriate 
exemption, the use or presence of these substances would constitute a 
violation of Section 4(a) of the act, which prohibits the sale of a 
food that “has in or upon it any poisonous or harmful substances.” 

A list of foods or classes of foods is accordingly established with 
the provision in the case of each for a table of tolerance for the 


presence of arsenic, lead, copper, zinc and fluorine. The presence of 


these substances in amounts not exceeding those provided in the 
tolerance are specifically exempted from the operation of Section 4(a) 
of the act, but only, of course, insofar as such substances are con- 


cerned and in those amounts. 
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Chemical Additives.—It is sometimes thought that the Canadian 
way of dealing with what are called chemical additives to foods differs 
from the method followed in the United States. It may be helpful 
to those who are interested in the problem to understand briefly how 
the use of chemicals in foods in Canada is met by the regulations. 

The treatment of the subject is not to be found in any single 
regulation or part of the regulations, but can only be understood by 
a thorough knowledge of the requirements of the act, as well as the 
regulations. 


Chemicals in Standardized Foods—A chemical may be used in a 
standardized food only if its presence is directly or indirectly per- 
mitted. If directly permitted, it will be either a required or an optional 
ingredient. Indirect permission may exist through the use in a par- 
ticular food of a class of preservative in which what is referred to as 
a “chemical additive” may be included. If, however, the chemical ts 
not included in a permitted preservative for a food, and is not specifi- 
cally authorized as an ingredient, its use is wholly prohibited by the 
regulations which provide that in the case of a standardized food, only 
the ingredients named in the standard may be used. 


Chemicals in Nonstandardized Foods.—The situation in the case of 
a nonstandardized food is slightly different in that there is no list 


established of required or optional ingredients to which the manufac- 


turer must adhere. There are, however, certain prohibitions, direct 
or indirect, which will automatically control the use of chemicals in 
nonstandardized foods. Subject to these prohibitions or controls as 
hereinafter explained, a chemical could be used in a nonstandardized 
food with an appropriate label declaration. 

The chemical, however, could not be used if it was a prescribed 
substance, the use or addition of which would adulterate the food. 

It could not be used if it was a poisonous or harmful substance. 
the use of which is prohibited by Section 4(a) of the act. This, 
however, is subject to what was above said respecting tolerances for 
certain poisonous or harmful substances, and in the amounts therein allowed. 

Last, its use would be subject to the provisions of Division 16, 
which provide that no substance may be used as a preservative, in or 
upon a food, other than those designated in Division 16. The sub 
stances designated as preservatives in that division are divided into 
four classes and if the chemical is included in any of these classés, 
its use would be permitted with a label declaration. If the chemical, 
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however, is not included in any of these classes but is intended as a 
preservative, its use would be prohibited under this division. If not 
used as a preservative, its use would be permitted with a label declara- 
tion, subject to what has been set cut above. 

With the simplicity with which any regulation can be changed, 
there is provided the necessary degree of flexibility to enable food 
standards and the use of preservatives to be kept abreast of chemical 
developments when their value has been proved beyond any specula- 
tive or experimental stage. 

The above is perhaps an oversimplification of the way in which 
the use of chemicals in foods is controlled in Canada. But it may 
serve to explain something which the amount of correspondence 
received would suggest is not always clearly understood. 


Part C—Drugs 


All of the former drug regulations, in the light of knowledge and 
experience gained in their administration, have been examined in 
cooperation with the Pharmaceutical Manufacturers’ Association. From 
a technical point of view, a large number of changes have been made 
These, however, are not necessarily so much the subject of general 
interest as they will be of interest to persons who are technically 
concerned with particular drugs. 


It may be useful, however, to comment on certain of the regula- 


tions as they are now provided even though they do not incorporate 
radical changes from the former regulations. The regulations in ques- 
tion are those affecting new drugs, prescription drugs and certain 


requirements for limits of drug dosage. 


New Drugs.—A new drug is now made the subject of definition 
in the interpretation section at the commencement of Part C. In the 
former regulations, the criterion for a new drug was whether a drug 
because of its composition, dosage or route of administration was not 
generally recognized by qualified experts as safe for its recommended 
use. There have been added to these qualifications “method of manu 
facture” as well as “claims” for the drug. Under the definition, there- 
fore, any drug can be dealt with as a new drug if on account of any 
of the foregoing factors it is not generally recognized by qualified 
experts as safe for its proposed or recommended use. 

It is provided by substantive regulation that a new drug may not 
be sold unless there has been filed with the Minister of National 
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Health and Welfare for a designated period—in form, manner and 
content satisfactory to him—a submission setting forth required and 
relevant data respecting the drug. This would cover the ingredients, 
the proposed route of administration, dosage claims, method of manu 
facture, safety tests and particulars of control tests which have been 
developed. 

Recognizing that in order to obtain clinical data with respect to 
new drugs, some therapeutic trials are needed, it is provided that a 
new drug which may not be sold to the general public may never- 
theless be sold to investigators qualified to use it for the purpose 
of obtaining clinical and scientific data respecting its safety, stability, 
proper dosage and efficacy. This class of transaction, however, is 
subject to restrictions and imposes certain obligations on the manu- 
facturer. These include notification to the department, label cautions 
and the responsibility of the manufacturer to insure that the drug is 
supplied only to persons who are qualified to use it and who have the 
necessary facilities for the investigation that is required. 

A comparison of the former regulations with the new regulations 
will make clear the exact points in which there are differences in the 
treatment of this kind of drug, and the reason therefor. 

Prescription Drugs.—The act as it was passed listed under Schedule 
F a number of drugs which were referred to in Section 14(2), which 
section deals with the distribution of samples. These drugs were 
taken from the list of drugs, set forth in the appendices of the former 
regulations, which could be sold only on a prescription. With the 
coming into force of the new act, the list of drugs in the schedule was 
revoked and there was substituted therefor a new, more comprehen- 
sive list of drugs which in accordance with the new regulations could 
be sold only upon a prescription. 

The prescription regulations both as they have been developed 
in the former regulations and as they are contained in the present, 
are intended to provide a simple but effective control over the sale 
of drugs which are potentially harmful or habit-forming or which, 
for other reasons, should not be used on the basis of self-diagnosis. 

The procedure which is provided does not differ substantially 
from that contained in the United States Act respecting the sale of 
prescription drugs. It requires a prescription to be issued by a prac- 
titioner before any of the drugs in Schedule F can be dispensed by 


a person who is authorized under provincial law to dispense drugs. 
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A practitioner is defined as a person who is authorized by provincial 
law to treat patients with drugs. The federal regulations, therefore, 
do not attempt to lay down the qualifications of either a person who 


may issue a prescription or a person who may dispense drugs named 


therein. This is considered to be essentially a matter for provincial 
control and it follows that the definition of a practitioner may differ 
in various provinces which have legislation respecting who may use 
drugs in the treatment of disease. For example, in some provinces 
there may be a restriction on the right of persons other than phy- 
sicians to use drugs in their practice whereas in other provinces per- 
sons who are not medical practitioners but who are, for example, 
qualified osteopaths, may be permitted to use such drugs as would 
be used in minor surgery. The right, therefore, to issue a prescription 
will depend upon whatever may be required in connection with the 
use of drugs for the treatment of disease under provincial law. 

While it is not necessarily a part of this explanation to discuss 
provincial law, it may be appropriate to point out that each of the 
provincial Pharmacy Acts makes provision for conditions affecting 
the sale of drugs ‘n a province. The majority of the provincial 
Pharmacy Acts provide that no drug except certain listed ones, as 
well as those which are registered under the Proprietary or Patent 
Medicine Act, can be sold except by a retail pharmacist. In general, 
the provincial law in providing that drugs can only be sold by licensed 
pharmaceutical chemists will exempt from this restriction physicians, 
dentists and veterinary surgeons. 

A prescription can be in writing or it can be given orally. If 
orally given, the regulations prescribe the information which must be 
recorded and maintained by the druggist. 

Experience has demonstrated that certain prescription drugs, if 
intended for veterinary use, are not required to be made the subject 
of the same restrictions as are the same drugs when sold for human 
use. Schedule F is accordingly divided into two parts. One of the 
purposes of this division is to segregate into one part the drugs which 
can be sold for veterinary use without a prescription but which would 
require a prescription if sold for human use, and the other to classify 
drugs, such as barbiturates, which cannot be sold even for veterinary 
use without a prescription. The regulations in exempting from the 
prescription requirements drugs intended for veterinary use provide 
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that the drug must be in a form not suitable for human use or it must 
be labeled for veterinary use only. 

A further point of interest is that no Schedule F drugs can be 
advertised to the general public for human use. This would not affect 
the advertising of such a drug for veterinary purposes. 

There are regulations which authorize the importation and sale 
of prescription drugs—without a prescription—to manufacturers, prac- 
titioners, wholesale and retail druggists, and hospitals. 

Limits of Dosage.—The regulations, as did the former ones, make 
extensive and elaborate provision for the label requirements for the 
limits of drug dosage for adults in the case of a large number of 
listed drugs. Provision is also made for label declaration for suitably 
reduced dosage of such drugs if recommended for children. Should 
the recommended dosage exceed the limits set forth by regulation, 
it is provided that the label shall carry a caution that the drug is to 
be used only on the advice of a physician and, moreover, that it may 
not be advertised to the general public for human use. 


Expiry Dates.—As was pointed out in a previous article,’ a change 
has been made in the fixing of expiry dates for antibiotics. Formerly 
the regulations provided arbitrary dates to be designated as expiry 
dates. The new regulations do not make any comparable provision 
but require the manufacturer of an antibiotic to determine an expira- 
tion date after which the drug is not recommended for use. 

The responsibility for fixing such date is placed upon the manu- 
facturer subject, however, to the department’s requiring information 
as to the basis on which he determines such date. 

The expiration dates for certain drugs, other than antibiotics, 
are still provided in Divisions 3 and 4 of Part C. 


L icensed Drugs.—The former act made provisions for the licensing 
of the drugs set out in one of the schedules, and the regulations 
established the procedure and the requirements in connection with 
the issue and continuance of a license. The new act has made what 
might be described as a distinction without a difference in the treat- 
ment of this class of product. In lieu, therefore, of the act requiring 
the issue of a license, it provides that certain drugs named in Schedules 
C, Dand E may not be manufactured unless the Minister has indicated 


in prescribed form and manner the suitability of the manufacturing 
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process and of the premises for the manufacture of the drug, and that 
such drugs will not be unsafe for use. The word “license” is, there- 
fore, not used in the act. But in deciding upon the appropriate regu- 
lation, it was felt that for reasons of convenience, the word “license” 
had acquired an established meaning in the minds of the persons who 
manufactured such drugs, and its use should be continued for that 
reason. The definition as given in the regulations, however, makes 
it clear that the word “license” is used for convenience only, and 
that the purpose of the regulation is to provide the form and manner 
of the Minister’s indication of approval. 

The substantive requirements of the regulations as regards an 
application for, and the issue of, a license are not changed but are 
somewhat rearranged for the sake of clarity. 

These observations conclude the discussion of those drug regu- 
lations which are considered to be of general interest. What has been 
said, however, does not begin to exhaust even the discussion of those 
particular points, let alone other changes in the drug regulations 
which would necessitate the consultation of the text by anyone who 


is directly concerned. 


Part D—Vitamins 


While the changes which have been made to the vitamin regula- 
tions would appear to be substantial, the fact is that they consist 
essentially of rewording and rearranging of the same subject matter. 
There are, however, certain observations that might be made in 
explanation of the new provisions. 

In the first place, the definitions of a vitamin product and a 


dietary supplement which were prominent in the former regulations 


have now been dropped. It was considered that these expressions 
had served their purpose and that the regulations respecting vitamins 
should deal with the subject either as a food or as a drug depending 
upon its use and the claims which might be made for it. It will be 
seen that the regulations make reference to a food containing a 
vitamin or to a drug containing a vitamin and define a vitamin 
by name to mean the various substances which are traditionally 
described as vitamins, for example, Vitamin A, riboflavin, niacin, etc. 

Although the treatment of the subject is in accordance with a 
vitamin being a drug or a food, it was not thought desirable to drop 
the special provisions for vitamins and to add them to, or to amalga- 
mate them with, Parts B and C. This is essentially because of special 
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considerations involved in the labeling and advertising of vitamins to 
prevent deception. Accordingly, the regulations prohibit the use of 
testimonials in vitamin advertising or the furnishing of assurances 
respecting the results to be obtained from vitamin medication. This 
latter prohibition must, of course, be read with the regulations which 
prescribe both the general and the specific claims that can be made 
for vitamins. 

The general claims for vitamins are limited to statements that 
vitamins are necessary for the normal functioning of the body, that 
they aid in growth, that they may help to maintain appetite and that they 
may help to maintain normal resistance of the body to infection. 

The kind of claims that may be made for particular vitamins are 
described and the regulations also outline the requirements for a 
vitamin to be referred to as an “excellent dietary source” or a “good 
dietary source.” 

The regulations also deal with the limits permitted for vitamin 
dosage without special labeling cautions or warnings. 

All of the vitamin regulations, including the restrictions on jabel- 
ing and advertising, together with the information that is required 
to be given, have been worked out in cooperation with the pharma 
ceutical manufacturers and are thought by all to represent a satis- 
factory treatment of the subject in the interests of the consuming 


public and at the same time to offer no undue restriction on the 


manufacture and sale of vitamin products. 


Part E—Cosmetics 


As was pointed out in explaining the new act,® no provision 
respecting deceptive merchandising of cosmetics is made as is the 
case with foods, drugs and devices. The reasons for this have been 
explained on various occasions and require no elaboration now. As 
was pointed out, however, Section 24 authorizes the governor-in- 
council to make regulations respecting the labeling and packaging, 
and the offering, exposing and advertising for sale, of food, drugs, 
cosmetics and devices to prevent deception or injury to health. 


Certain of the regulations deal with health hazards, particularly 
as such hazards involve the use of eyebrow or eyelash dyes. 


*7 FOOD DRUG COSMETIC LAW JOUR- 
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Subject to what is hereinafter said, no regulations were, however, 
considered necessary to deal with deception in the manufacture and 
sale of cosmetics, but it was thought desirable to put some limitation 
on pseudoscientific claims. The regulations accordingly provide that 
no manufacturer shall make any,claim on a label or in an advertise- 
ment for the action or effect of a cosmetic or an ingredient thereof 
in cleansing, improving or altering the complexion, skin, hair or teeth, 
unless a claim has general recognition as being a proper claim or 
unless it is supported by adequate and proper tests. This provision 
is not intended to prohibit a manufacturer from expressing, in any 
way that he desires, what is a legitimate claim for his product. It is 
intended, however, to prohibit manufacturers’ giving to a cosmetic 
a scientific value unless it is one that is generally recognized or has 


some scientific support. 

The former regulations prohibited the use of the prescription 
symbol on a cosmetic label. They also limited to a factual basis the 
type of claim involving a country of origin when in fact the bulk of 


the operation was carried on in Canada. These provisions have been 
retained in the new regulations. To the above extent, there are restric- 
tions on deceptive advertising and merchandising. 

Devices.—While there is authority to set up regulations for de- 
vices, there has not, up to the present time, been any necessity to 
do so. The regulations, therefore, do not contain any provisions 
devoted to devices, but should the circumstances require, there is 
authority in the act to make such regulations. 

The appendices to the regulations set forth the names of the 
analysts who have been designated as such for the purposes of the 
act, the inspectors and the official forms which are prescribed by 
regulation for use in the administration of the act. 


Provincial Legislation 

In view of the length of the discussion of the food and drug 
regulations in this issue, space does not permit of any extensive 
reference to provincial legislation. 

It may, however, be pointed out that there have been no important 
changes in provincial legislation since the publication of “Canadian 
Law and Comment” in the May issue of the JouRNAL. 

Reference was made in that article to new pharmacy legislation 
in the Province of Saskatchewan. This discussion will be reserved 


for a further occasion. 
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